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Introduction

In November 1995, representatives of the dietary supplement
industry submitted to the Food and Drug Administration (FDA)
a suggested outline for developing good manufacturing
practice (GMP) regulations to ensure that dietary
supplements are safe for consumers for their intended use.
Through regulation, the Secretary may prescribe GMP
regulations for dietary supplements. If such regulations were
to be prescribed, they would be modeled after current GMPs
for food.

FDA contracted with the Research Triangle Institute (RTI) to
conduct a survey of the dietary supplement industry to learn
about the existing manufacturing practices in the industry and
what constitutes GMPs. This effort is part of the process of
considering whether to institute rule making to develop GMP

regulations.

The objectives of the survey were to

Z learn about the existing manufacturing practices in
the industry and

Z help the agency formulate a policy to ensure that
dietary supplement products are produced under
conditions that will result in a safe and properly
labeled product without unnecessary costs to the

industry.
We selected a sample of 966 dietary supplement
establishments from the Dietary Supplement Enhanced
Establishment Database (DS-EED) using a stratified
systematic sample design. A telephone-mail-telephone
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survey approach was used for data collection. We
conducted telephone interviews to screen establishments
for eligibility and to recruit eligible establishments for the mail
survey. Nonrespondents to the mail survey were contacted
by telephone to remind them to complete and return the
mail survey. We received a total of 238 completed surveys.

This report describes the sample design and survey
administration procedures and presents summary statistics
for the survey questions. The report is organized as follows:
Section 2 describes the sample design, Section 3 discusses
the survey instrument design and our survey administration
procedures, and Section 4 describes our weighting and
analysis procedures and presents selected survey results.




Sample Design

In this section, we present the sample design for the survey.
We describe the universe for the survey, the sample
stratification, and the sample allocation.

2.1 SURVEY UNIVERSE

The universe for this survey is defined as the 1,973’ dietary
supplement establishments in the DS-EED that manufacture,
repackage, supply ingredients, distribute, import, or export
dietary supplement products. RTlI developed the DS-EED
using FDA’s Official Establishment Inventory (OEl} and
supplemented the information in the OE| with information
from trade organizations, trade shows, and electronic
databases that cover various aspects of the industry (Muth
and Wendling, 1999).

2.2 SAMPLE STRATIFICATION

The primary purpose of stratification is to ensure that
estimates for population subdivisions are precise. In this
case, subdivisions of the population of particular interest are
product type and establishment size because these
characteristics will be important factors influencing the
prevalence of GMP procedures.

‘Version 1 of the DS-EED contained 2,004 records. Thirty-one duplicates
were found in the data cleaning process and were removed from the
sampling frame, resulting in 1,973 records.
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2.2.1

222

The DS-EED includes nine product type codes: vitamins and
minerals,2 herbals and botanicals, herbal and botanical
exiracts, amino acids, proteins, animal extracts, tea-like
products, concentrates/metabolites/constituents, and other
dietary supplements. Establishments may be classified by
one or more product type. For stratification and reporting
results, we defined four mutually exclusive superstrata:

1. Vitamins and minerals (includes establishments also

classified as herbals and botanicals or amino
acids/proteins/animal extracts)

2. Amino acids/proteins/animal extracts (includes
establishments also classified as herbals and
botanicals; excludes establishments also classified as
vitamins and minerals)

3. Herbals and botanicals, including extracts (excludes
establishments also classified as vitamins and minerals
or amino acids/proteins/animal extracts)

4. Other dietary supplements (all other product types)

We further stratified each of the four superstrata into four size
categories-very small, small, large, and unknown-resulting
in 16 sampling strata.

We also classified each establishment into one mutually
exclusive facility type category (manufacturer, input

supplier, repacker/relabeler, distributor, other).
Establishments that manufacture and are also, input
suppliers, repackers, or distributors are classified as

manufacturers.

Product Type Stratification

Using the product type codes in the DS-EED, we classified
each establishment into one of the four superstrata: (1)
vitamins and minerals, (2) amino acids/proteins/animal
extracts, (3) herbals and botanicals, and (4) other dietary

supplements.

Size Stratification
The Small Business Administration (SBA) classifies companies
as small based on the size of the entire company or firm.

2Vi’romins and minerals are grouped together because most plants that
manufacture either of these also manufacture the other.
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Because the DSEED data on sze are only for a specific
establishment, we had to obtain parent company
information on employment and/or revenue to correctly
classify each establishment as part of a small or large
company. To obtain parent company data for
establishments in the survey universe, we sent infoUSA the
DS-EED data records (N=2,004) and requested (among other
variables) the name, address, primary SIC code,
employment size (in ranges), and revenue (in ranges) of
parent company firms with establishments in the survey
universe. InfoUSA matched 1,219 of the 2,004 records in the
DS-EED to their U.S. database of 10.3 million businesses.

Of the 1,219 matched records, 31 records were found to be
duplicates of other records and were removed, giving a
total of 1,188 matched records and 1,973 total records in the
sampling frame. The non-matched records

(785 establishments) did not match because they are
recently established businesses, they are out of business, or
because there has been a name or address change.
Because data on employment or revenue size were not
available for the non-matched records, we created an
“unknown” size stratum for these establishments. In

reporting results, we used the survey responses on number of
employees to correctly classify these establishments.

Of the 1,188 matched records, 180 were linked to ultimate
parents. The parent company data for these 180
establishments were merged with the SUIVEY universe. The
remaining 1,008 records did not link to an ultimate parent
company. For these records, the establishment and parent
company were the same entity, so we used establishment-
level data to define the establishment’s size.

Using SBA size standards, each of the 1,973 establishments in
the survey universe was classified as part of a small or large
business based on the employment size or annual revenues
of each establishment’s parent company. The SBA size
standards represent the largest size a firm may be, in terms
of either the number of employees or annual receipts, and
still remain eligible as a small business for various types of
federal assistance. When an establishment did not have a

23
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parent company (i.e., when a matched record in the

DS-EED survey universe did not link with an ultimate parent in

the infoUSA database), the employment size or annual

revenues of the establishment were used to categorize the
establishment. If an establishment’s parent company had

500 or fewer employees or sales less than $20 million (if data
on employment were not available), then the establishment

was classified as small.

Because the dietary supplement industry is characterized by
small establishments, we further divided small establishments

into two categories based on employment size-very small
and small. An establishment was classified as very small if
the number of employees is less than 20. Table 2-I shows

the number of establishments in the survey universe or
population by the 16 sampling strata.

Table 2-I, Survey Universe, by Sampling Strata

Very Small Small [ Large Unknown
Perceni Percent Perceni Percent
Number (%) |[Uumber (%) Number (%) | Number (%) Total
1. Vitamins and 317 29.8 281 26.5 98 9.2 366 34.5 1,062
Minerals
2. Amino 27 31.0 20 23.0 6 6.9 34 39.1 87
Acids/Proteins/
Animal Extracts
3. Herbals and 187 42.6 58 13.2 5 11 189 43.1 439
Botanicals
4. Other 117 30.4 83 21.6 25 6.5 160 41.6 385
Total 648 32.8 442 22.4 134 6.8 749 38.0 1.973

Note: 1. Vitamins and minerals-includes establishments also classified as herbals and botanicals or
amino acids/proteins/animal extracts.

2:  Amino acids/proteins/animal extracts-includes establishments also classified as herbals and

botanicals; excludes establishments also classified as vitamins and minerals.

3:  Herbals and botanicals, including extracts-excludes establishments also classified as vitamins

and minerals or amino acids/proteins/animal extracts.
4: Other-all other product types.

ATotals may not add to 100 percent due to rounding.

2-4
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2.3 SAMPLE ALLOCATION

Our sample allocation approach was designed to produce
valid’and reliable results that can be generalized to the
subpopulations of interest-product type and establishment
size. The sample allocation used was designed to yield 400
completed surveys. Table 2-2 presents the sample
allocation for the initial sample size of 941 establishments.

Table 2-2. Initial Sample Sizes, by Sampling Strata

Size
Very
Product Type Small Small Large Unknown Total

1. Vitamins and Minerals

Initial Sample Size 68 105 59 34 266

Expected Number of Respondents 28 43 34 14 119
2. Amino Acids/Proteins/Animal Extracts

Initial Sample Size 27 20 6 34 87

Expected Number of Respondents 11 8 3 14 36
3. Herbals and Botanicals

Initial Sample Size 187 58 5 164 414

Expected Number of Respondents 76 24 3 67 170
4. Other |

Initial Sample Size 64 61 25 24 174

Expected Number of Respondents 26 25 14 10 75
Total

Initial Sample Size 346 244 95 256 941

Expe?:fed Number of Respondents 141 100 54 105 400

The initial sample sizes were based on the following
assumptions:
Z The contact rate (reachable phone number) will be
at least 83 percent for the very small, small, and

unknown size strata and 95 percent for the large
stratum (overall contact rate of 85 percent).

2-5
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Z The eligibility rate (dietary supplement establishment)
will be at least 90 percent for all strata.

Z The recruiting rate for the initial telephone interview
(Part 1) will be at least 74 percent for the very small,
small, and unknown size strata and 82 percent for the
large stratum (overall Part 1 response rate of
75 percent).

Z The response rate for the mail SUrvey (Part 2) will be at
least 74 percent for the very small, small, and
unknown size strata and 82 percent for the large
stratum (overall Part 2 response rate of 75 percent).

To achieve the desired number of completes by strata, we
oversampled some strata, undersampled some strata, and
took a census (i.e., selected all sample points) for some
strata. If we took a proportionate sample, then all strata
would have a sampling rate of approximately 941 /1,973=48
percent (sample size/population). When we do not take a
census but the sampling rate is greater than 48 percent,
then it is an oversample; likewise, if the sampling rate is less
than 48 percent, then it is an undersample.

We allocated the sample across the 16 product type and
size strata as follows:
Z For the vitamins and minerals product type, we

undersampled the very small, small, and unknown
size strata and oversampled the large size stratum.

Z For the amino acids/proteins/animal extracts product
type, we selected all sample points (i.e., took a
census) in each of the four size stratum.

Z For the herbals and botanicals product type, we took
a census of the very small, small, and large size strata
and oversampled the unknowns.

Z For the “other” product type, we took a census of the
large size stratum, oversampled the very small and
small size strata, and undersampled the unknowns.

Prior to selecting the sample, we sorted by facility type
within each of the 16 sampling stratum. Then we selected a
stratified systematic sample so that the facility types were
proportionally represented in each product type/size
stratum.

Because the actual eligibility rates were lower than
anticipated, we drew additional sample for the herbals and
botanicals/unknown stratum, which resulted in taking a
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census of this stratum. Time constraints prevented us from
drawing additional sample from the other strata. The final
sample size was 966 establishments. Table 2-3 shows the

final sample sizes, by the 16 sampling strata.

Table 2-3. Final Sample Sizes, by Sampling Strata

Size
Very
Product Type Small Small Large Unknown Total
1. Vitamins and Minerals 68 105 59 34 266
2. Amino Acids/Proteins/Animal Extracts 27 20 6 34 87
3. Herbals and Botanicals 187 58 5 189 439
4. Other 64 61 25 24 174
Total 346 244 95 261 966

2-7






Survey Design and
Administration

In this section, we describe the design of the mail survey
instrument and our survey administration procedures, and
present the survey response rates. We also discuss how we
used the survey results to update the DS-EED.

3.1

SURVEY INSTRUMENT DESIGN

A telephone-mail-telephone survey approach was used for
data collection. We initially contacted establishments in the
sample by telephone and screened them for eligibility.
Eligible respondents were recruited for the mail survey. For
nonrespondents to the mail survey, we made follow-up
telephone calls to remind them to complete and return the
mail survey. Appendix A provides a copy of the final mail
survey instrument.

The survey was designed to determine the extent to which
establishments use written procedures and maintain records
for specific manufacturing practices. We developed the
survey based on the current GMPs for food (21 CFR Part

1 10), the Advance Notice of Proposed Rulemaking for
Current GMPs in Manufacturing, Packing, or Holding Dietary
Supplements (vol. 62, no. 25, February 6, 1997), and input
from FDA staff.

The survey is organized as follows:

1. Products and Markets
2. Good Manufacturing Practices (GMPs)

3-1
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3. Personnel

4. Buildings and Facilities

5. Equipment

6. Quality Control and Laboratory Operations
7. Production and Process Controls

8. Warehousing

9. Consumer Complaints

10. Plant Information

To pretest the survey instrument, we conducted telephone
interviews with four dietary supplement establishments. FDA
had previously visited these establishments as part of this
project. We sent the survey to the selected establishments
and asked them to complete the survey; then we
conducted a telephone interview to obtain their feedback
on the survey instrument. Based on the comments provided
by the pretest respondents, we revised the survey
instrument. Because we made only minor revisions to the
survey instrument, we were able to include the pretest
responses in the full-scale analysis.

The Information Collection Request Supporting Statement
was submitted to the Office of Management and Budget
(OMB) on September 29, 1999. The information collection
request received emergency processing. OMB approval
was received on November 22, 1999.

3.2

PROCEDURES

Figure 3-1 illustrates our survey approach. First, we sent each
establishment in the sample a lead letter on FDA letterhead
and a |-page brochure to explain the purpose of the
survey, the value of the establishments’ participation, and
our confidentiality procedures. Appendix B provides a copy
of the lead letter and brochure.

We followed this mailing with a telephone call to each
establishment to screen them for eligibility and to recruit
eligible establishments for the mail survey. To be eligible for
the survey, establishments had to currently manufacture,
repackage, supply ingredients, distribute, import, or export
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dietary supplement products for human consumption.
Establishments that were brokers only or were a

headquarters site with no manufacturing operations were

not eligible. We found that about 50 percent of the
establishments sampled were not eligible for the survey

because

Figure 3-1. Telephone-Mail-Telephone Survey Approach

Send
Lead Letter
on FDA
Letterhead

Part 1 Part Z-Mail/Telephone
Follow-up
Initial ! I
Telephone
Interview Mail Survey | | Conduct | Eloctronii
Screen for Materials Telephone l - ectronic
e " patapase Of
eligibility to Follow-Ups with Responses
. ) Recruits Nonrespondents
Recruit for mail | i
survey

they were no longer in operation or did not have any
dietary supplement operations (e.g., made dietary
supplements for pets, herbs/spices used for food,
homeopathic remedies, or herbal beauty products).

We sent recruited establishments the survey via Federal
Express to expedite the delivery and to signify the
importance of the survey. The mailing included a postage-
paid envelope for returning the mail survey.

We conducted follow-up telephone calls with
nonrespondents to the mail survey to remind them to
complete and return the survey: if such attempts were
unsuccessful, on the third callback we attempted to
complete the interview over the telephone. We found that
most establishments were not wiling to complete the survey
over the telephone.

We used a variety of procedures to maximize our response
rate. As previously mentioned, we sent prospective
respondents a lead letter on FDA letterhead and a I-page

3-3
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brochure describing the research study (see Appendix B).
This letter included a contact name and phone number at
FDA and assured respondents that all results would be kept
confidential. Also, the letter offered to send respondents an
aggregated summary of the survey results as an incentive to

participate.

We also operated a toll-free survey help line during the full-
scale survey administration. Respondents could cail the
survey help line to request assistance when completing the
mail survey.

For the initial and follow-up telephone interviews, we
attempted to contact each sample point (i.e., talk with an
employee at the establishment) up to 8 times before
assigning a disposition of nonresponse. For nonrespondents
to the initial and follow-up telephone interviews, we
attempted up to two refusal conversions. Finally, as
previously mentioned, we used Federal Express to mail the
survey materials.

Our subcontractor, Harris Interactive, administered the
survey using computer-assisted telephone interviewing
(CATI). We conducted the full-scale data collection over a
1 O-week period from November 29, 1999 to February 4, 2000.
Limited telephone interviewing took place between
Christmas and New Years Day.

3-4

3.3 SURVEY RESPONSE

We received a total of 238 completed mail surveys. Table 3-
1 shows the number of completed surveys by sampling
strata.
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Table 3-1. Number of Completed Surveys, by Sampling Strata

Size
Very
Product Type Small Small Large Unknown Total
1. Vitamins and Minerals 19 39 13 1” 72
2. Amino  Acids/Proteins/Animal Extracts 8 7 0 5 20
3. Herbals and Botanicals 58 25 0 30 113
4. Other 14 13 2 4 33
Total 99 84 15 40 238

QFor weighting purposes, we moved this respondent to the small stratum. See Appendix C for a description

of the weighting procedures.

Tables 3-2 and 3-3 present the final disposition of the sample
and the response rates by product type and size,
respectively. We present this information separately for the
initial telephone interview and the mail survey. For the initial
telephone interview (Part 1), we assigned each sample

point a disposition of recruit, refusal, or ineligible. In the

following cases, eligibility status could not be determined:

3-5
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Table 3-2. Final Disposition of Sample and Response Rates, by Product Type

Amino Acids/
Vitamins Proteins/ Herbals
and Animal and
Minerals Extracts Botanicals Other Total

initial Telephone Interview

(Part 1)

Recruits 132 39 219 54 444

Refusals 33 9 32 9 83

Ineligibles 101 39 188 111 439

Total Sample 266 87 439 174 966

Eligibility Rate (%) 62.03 55.17 57.18 36.21 54.55

Recruiting Response Rate

(%) 80.00 81.25 87.25 85.71 84.25
Mail Survey (Part 2)

Respondents 72 20 113 33 238

Nonrespondents 51 17 80 15 163

Ineligibles 9 2 26 6 43

Total Recruits 132 39 219 54 444

Eligibility Rate (%) 93.18 94.87 88.13 88.89 90.32

Mail Survey Response Rate

(%) 58.54 54.05 58.55 68.75 59.35
Overall Eligibility Rate (%) 58.65 52.87 51.25 32.76 50.10
Overall Response Rate (%) 46.83 43.92 51.08 58.93 50.00

Z The sample point was contacted but did not

complete the screening questions (e.g., the individual
identified as the contact person was not available or

asked to be called back).

Z The sample point was contacted but refused to

participate prior to answering the screening

guestions.

Z The sample point was contacted but there was a

language barrier.

For sample points where the eligibility status was unknown,
we estimated the proportion of eligibles among known
eligibles and ineligibles and used this proportion to distribute

3-6
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Table 3-3. Final Disposition of Sample and Response Rates, by Establishment Size

the unknowns between eligibles (i.e., refusals) and

ineligibles.

Very Small Small Large Unknown Total

Initial Telephone Interview

(Part 1)

Recruits 186 133 33 92 444

Refusals 33 26 7 17 83

ineligibles 127 85 55 172 439

Total Sample 346 244 95 281 966

Eligibility Rate (%) 63.29 65.16 4211 38.79 54.55

Recruiting Response Rate

(%) 84.93 83.65 82.50 84.40 84.25
Mail Survey (Part 2)

Respondents 99 84 15 40 238

Nonrespondents 74 40 13 36 163

Ineligibles 13 9 5 16 43

Total Recruits 186 133 33 92 444

Eligibility Rate (%) 93.01 93.23 84.85 82.61 90.32

Mail Survey Response Rate

(%) 57.23 67.74 53.57 52.63 59.35
Overall Eligibility Rate (%) 59.54 61.48 36.84 33.10 50.10
Overall Response Rate (%) 48.60 56.66 44.20 44.42 50.00

The “ineligibles” disposition includes the following:

z

sample points that do not currently manufacture,
repackage, supply ingredients, distribute, import, or

export dietary supplement products for human

consumption:

sample points for which the telephone number was
disconnected,;

sample points that are out of business: and

a percentage of the sample points for which the

eligibility status was unknown.

3-7
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Recruits are those sample points that completed the initial
telephone interview and agreed to be sent the mail survey.
Refusals are those sample points that were eligible for the
survey but declined to participate (includes a percentage
of the sample points that refused to participate and the
eligibility status was unknown).

The eligibility rate for the initial telephone interview-the
proportion of the total sample that was eligible for the
survey-is calculated as follows:

Recruitspart 1 + Refusalspart 1
Total Sample

Eligibility Rate = {3.1)
The eligibility rate for all establishments sampled was

55 percent. This means that 55 percent, or 527 of the 966
sample points, met the -eligibility criteria for participating in
the survey. The majority of ineligibles were sample points
that had no dietary supplement operations or had
disconnected phone numbers.

The recruiting response rate for the initial telephone
interview-the proportion of the total number of eligible
sample points that agreed to be sent a mail survey-is
calculated as follows:

N Recruitspart |
Recruiting Response Rate = Recruitspart * + Refusalspart | (3.2)

The recruiting response rate for all establishments was

84 percent. The recruiting response rate did not vary much
by size of establishment. Among the product type
categories, the recruiting response rate was highest for the
herbals and botanicals and the other product type
category.

For the mail survey (Part 2), we assigned each sample point
recruited for the mail survey a disposition of respondent,
nonrespondent, or ineligible. Respondents are sample points
that completed the mail survey. Nonrespondents are
sample points that were recruited for the mail survey but did
not complete it. Ineligibles are sample points that were
recruited for the mail survey but were determined to be
ineligible once they received the mail survey.
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Since we found that some recruits were actually ineligible
during the mail survey phase, we cannot assume that all
nonrespondents to the mail survey are eligible. We prorated
the nonrespondents between eligible nonrespondents and
ineligibles using the proportion of eligibles among known
eligibles and ineligibles for Part 2. The eligibility rate for Part 2
was calculated as shown in Equation 3.1. The Part 2

eligibility rate for all establishments was 90 percent.

The survey response rate for the mail survey-the proportion
of the recruits that actually completed the mail survey-is
calculated as follows:

Mail Survey _ Respondentspart 2
Response Rate = Respondentspqgrt 2 + Nonrespondentspgrt 2
(3.3)

The mail survey response rate for all establishments was

59 percent. The mail survey response rate was highest for
the small size category and the herbals and botanicals and
vitamins and minerals product type categories.

The overall eligibility rate for Parts 1 and 2 is calculated as
follows:

Recruitspart | + Refusalspgrt | = Ineligiblespart 5
Total Sample

(3.4)

The overall eligibility rate for all establishments was

50 percent. The eligibility rate was lowest among
establishments in the large and unknown size categories
and the other product type category.

The overall response rate for Parts 1 and 2 is calculated as
follows:

Overall _ Recruiting
Response Rate ~ Response Ratepqrt 1 .
Mail Surve
) (3.5)

Response Ratepqrt 2

The overall response rate for all establishments was

50 percent. Among the product type categories, the
overall response rate ranged from a low of 44 percent for
amino acids/proteins/animal extracts to a high of
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59 percent for the other category. Among the size
categories, the overall response rate ranged from a low of
44 percent for the large and unknowns to a high of

57 percent for small establishments.

The shortfall in the number of respondents was caused by a
combination of lower-than-expected eligibility rates and .
response rates for the mail survey.

Our estimated contact/eligibility rate was 76.5 percent. Our
actual overall eligibility rates were much lower-33 to

61 percent for very small, small, and unknown
establishments and 37 percent for large establishments.
Many of the establishments in the DS-EED are no longer in
business or do not have dietary supplement operations.

Our estimated recruiting rates for the initial telephone
interview were 74 percent for very small, smal, and unknown
establishments and 82 percent for large establishments. Our
actual recruiting rates were higher-84 to 8.5 percent for
very small, small, and unknown establishments and

83 percent for large establishments. However, many of the
establishments recruited for the mail survey did not
complete and return the survey.

Our estimated response rates for the mail survey were

74 percent for very small, small, and unknown , ..
establishments and 82 percent for large establishments. Our
actual response rates were much lower-53 to 68 percent
for very small, small, and unknown establishments and

54 percent for large establishments.

The poor response rates for the mail survey result from the
following factors:

z The most common reason given for not participating
was the amount of time required to complete the
survey, particularly the need to refer to records to
complete some of the questions.

z Concerns about confidentiality and a general
mistrust of FDA kept some plants from responding.

z For some plants, concerns about legality issues kept
companies from responding to the survey.



Section 3 == Survey Design and Administration

Z Data collection took place during the month of
December, a difficult time for conducting surveys.

Z The data collection period was shorter (10 weeks)
than generally recommended for a mail survey due
to FDA’s reporting deadline. This prevented us from
releasing additional sample and making extensive
follow-ups to nonrespondents.

3.4 UPDATING THE DS-EED

We used the data from the survey to update the DS-EED.
We deleted records that were found to be ineligible for the
survey and updated location information.

Table 3-4 shows the types and number of plant or
establishment records deleted from the DS-EED. We deleted
a total of 438 plant records. Version 1 of the DS-EED (used to
draw the survey sample) contained 2,004 records (Muth and
Wendling, 1999). Version 2 of the DS-EED contains 1,566
plant records (Muth, Karns, and Cates, 2000). The number of
establishments in the DS-EED, Version 2 (1,566

establishments) is different from the estimated eligible
population of 906 establishments (see Appendix C for a

Table 3-4. Records Deleted from the DSEED

Number of Records

DS-EED, Version 1 2,004

Records deleted

Duplicates 529
No dietary supplement operations 234
Nonworking phone number 130
Out of business 22
Total 438
DS-EED, Version 2 1,566

Ain preparing the DS-EED for drawing the sample, we found 31 duplicates. We found 21 additional
duplicates when we prepared Version 2, for a total of 52 duplicates. Records were considered duplicate
entries when their information matched in all the following fields: address, city, state, and phone.

, 3-11
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discussion of how we estimated the eligible population).
Although we can estimate the number of ineligible
establishments using the weighted survey data, we can only
delete records for ineligible establishments that we actually
contacted during survey administration. The difference in
the number of records in Version 2 of the DS-EED and the
estimated eligible population has no impact on the survey

results.

We also used the survey data to update the plant name,
phone number, and location information when this
information was available. Updated information was
available for 27 1 records.



Survey Results

In this section, we briefly discuss our weighting and analysis
procedures and present selected survey results.

4.1 WEIGHTING PROCEDURES

We generated survey estimates by applying survey weights
to the respondent record data. A brief summary of our
weighting procedures is provided below. Appendix C
describes our weighting procedures in greater detail.

Survey weights were computed in several steps:

1. Initial sampling weights were computed to reflect the
different probabilities of selection induced by the
sampling design (i.e., by using different sampling rates
in the various strata).

2. We then used weighting classes to adjust these
weights for nonresponse to the initial telephone
interview.

3. Because our population included Canadian
establishments that were not eligible for the survey,
we post-stratified to adjust to the population size
excluding Canadian establishments.

4. We made a second nonresponse adjustment for
nonresponse to the mail survey.
Nonresponse adjustments ensure that, within each
weighting class, respondent weights sum to the population
counts of eligible establishments. These adjustments,
implemented with the computation and application of
adjustment factors in each class, also tend to reduce the

4-1
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biases of nonresponse to the extent that weighting classes
are homogeneous.

4.2 ANALYSIS PROCEDURES

As discussed in Section 2, for stratification purposes we used
information in the DS-EED to classify establishments by
product type and size. To report the survey results, we
classified respondents by product type and by
establishment size based on their answers to the survey. We
defined the product type categories using the responses to
Question 1.2 (primary product type) and Question 1.3 (all
other product types). Using the responses to these two
questions, we defined four mutually exclusive categories:

1. Vitamins and minerals (includes establishments also

classified as herbals and botanicals or amino
acids/proteins/animal extracts)

2. Amino acids/proteins/animal extracts (includes
establishments also classified as herbals and

botanicals; excludes establishments also classified as
vitamins and minerals)

3. Herbals and botanicals, including extracts (excludes
establishments also classified as vitamins and minerals
or amino acids/proteins/animal extracts)

4. Other dietary supplements (all other product types)

Using the responses to the question in the initial, telephone
interview on total number of employees for the company
that owns the plant, we classified respondents into one of
three size categories:

1. Very small (less than 20 employees)
2. Small (20 to 500 employees)

3. Large (more than 500 employees)

Table 4-| provides the number of respondents by the
product type and establishment size reporting domains. The
number of respondents for the amino acids/proteins/animal
extracts and other product type category and the large size
category is small for making inferences to the population.
This can be seen by the large confidence intervals
associated with these analysis domains.




Section 4 = Survey Results

Table 4-1. Number of
Respondents by Reporting
Domains

Some respondents (about 10 percent) found that some
sections of the survey were not applicable. This was
particularly true for establishments that import or export only,
or distribute only. In some cases, these respondents would
skip entire sections or only answer a few questions in the
section. A survey was not considered complete if the
respondent only completed sections 1, 2, and 10.

Number of
Respondents
Product Type
Vitamins and Minerals 118
Amino Acids/Proteins/Animal 16
Extracts
Herbals and Botanicals 97
Other 7
Total 238
Establishment Size
Very Small 110
Small 114
Large 14
Total 238

For survey sections 3, 4, 5, 8, and 9, we excluded from our
analysis respondents that did not answer any questions in
that section. In Appendices D and E, a x.0 question is
included at the beginning of the table (with the exception
of Section 9) in which to report the percentage of
respondents that did not complete any questions in that
section. The x.0 questions were not included in the mail
survey but are added for reporting purposes. For example,
in Table D-3, we report that 9.10 percent of respondents
answered Question 3.0 as no. This means that 9.10 percent
of respondents did not complete this section of the survey
(.e., no personnel at that site handle raw materials,
in-process materials, or finished product).
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Most statistical software packages assume simple random
sampling from an infinite population and are not
appropriate for variance estimation of sample survey
estimates. That is, they do not compensate for survey
design features such as stratification. Therefore, they would
produce biased variance estimates for the survey data. We
used Stata,® a statistical analysis software tool, to compute
the weighted proportions and means and the 95 percent
confidence intervals for the point estimates. Stata takes into
account the stratified sample design when computing the
variances.

For some analyses, we only had one respondent or
observation in a cell or strata and therefore could not
compute variances. For variance estimation, we collapsed
some strata so that for most analyses we had at least two
observations per stratum and could compute variances.

4-4

4.3

SELECTED RESULTS

Tables 4-2 through 4-7 0 present summary statistics for
selected questions by establishment size. Appendix D
provides the weighted responses for all survey questions by
establishment size, and Appendix E provides the weighted
responses by product type.

In addition to the estimated proportions and means, we
provide the 95 percent confidence intervals for the point
estimates. The confidence interval is the range of the
estimate. For example, in Table 4-3 we report that the

95 percent confidence interval for the percentage of
dietary supplement establishments that have standard
operating procedures (SOPs) is between 71.54 and 86.02
percent. This means that we are 95 percent confident that
the percentage of dietary supplement establishments that
have SOPs is between 71.54 and 86.02 percent.

3StataCorp. 1999. Stata Statistical Software: Release 6.0. College Station,
TX: Stata Corporation.



Table 4-2. Plant Characteristics

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High n % Low High n % Low  Hiah

Type of operations®

Manufacturer 62 5349  39.87 66.62 75 685 1  56.62 78.39 9 62.59 3480  83.98 146 61.68 53.00 69.67

Repackager/relabel 23 26.64 15.96 40.99 41 41,51 30.25 53.74 3 23.50 7.35 54.33 67 34.1 1 26.27 42.93

er/

encapsulator

Ingredient or input 30 21.92 13.28 33.98 45 38.63 27.75 50.79 4 30.48 11.81 58.95 79 30.94 23.54 39.48

supplier

Distributor 59 56.64 43.09 69.27 70 57.07 44,96  68.39 6 42.14 1945  68.73 135 56.10 4735  64.49

Importer 28 23.47 14.06 36.50 40 35.00 2442 47.31 5 37.66 16.18 65.40 73 30.13 22.72 38.75

Exporter 31 29.14 18.23  43.13 | 43 37.47 26.69 49.66 6 42.83 20.02  69.17 80 3413 26.42 4279

Other 7 3.64 1.73 7.51 3 4.58 1.15 16.52 0 0.00 0.00 0.00 10 3.93 1.62 9.21
Primary line of
businessP

Vitamins and 15 24.13 1349 39.36 [ 36 4235 31.35 54.16 9 68.59 40.88  87.34 60 3581 2819  44.22

minerals

Herbals and 32 25.98 16.02 39.22 24 17.81 10.51 28.56 2 17.68 431 50.61 58 21.35 15.21 29.12

botanicals, not

including  extracts

Herbals and 39 26.98 18.12 38.17 24 17.27 10.46 27.17 i 4.49 0.61 26.47 64  20.82 15.40 27.52

botanicals  extracts

Amino acids 0.57 0.08 4.01 2 0.95 0.23 3.77 1 4.73 0.64  27.56 4 0.98 0.38 2.51

Protein  products 5 5.96 1.73  1alb7 5 2.33 0.96 5.52 1 4,51 0.61 26.58 11 4.02 1.73 9.06
Animal extracts 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00

Concentrates, 3 1.7 0.51 5.56 ! 2.95 0.41 18.36 0 0.00 0.00 0.00 4 2.26 0.56 8.65

metabolites, and

constituents

Other 6 9.59 3.42  24.13 5 4.87 1.38 15.76 0 0.00 0.00 0.00 11 6.66 3.05 13.95

synsey Aeans — p UOOBS
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0

Multiple  responses 7 3.96 184 8.29 16 11.02 6.34 18.47 0.00 0.00 0.00| 23 737 471 1135
Non-dietary ! 0.57 0.08 4.01 0.46 0.06 326 0 0.00 0.00 0.00 2 0.48 0.12 1.94
supplement  product
(continued)
Table 4-2. Plant Characteristics (continued)
Very Small (n = 110) Small (n = 114) Large (n=14) Overall (n = 238)
95% Cl 95% ClI 95% Ci 95% CI
n % Low High n % Low High n % Low High n % Low High
Produce other food 12 6.81 377 1199 39 32.28 22.26 4425 71.62 103 3947 52 1992 1419 27.22
products
Produce  drugs
OTC drugs 9 6.12 301 1203 17 1142 6.75 1867 4 2940 11.26 57.76| 30 10.06 6.94 14.36
Rx drugs 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00
OTC and Rx drugs 3 458 097  19.03 12 8.75 473 15.64 4 34.01 1351 62.97| 19 8.26 484 13.75
Own plants at other 15 2149 1145 36.48 33 2454 16.47 3491 10 75.76 4832 91.26( 58 2591 19.12 34.08

locations

(continued)
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Table 4-2. Plant Characteristics (continued)

Average square footage of facility

Average number of full-time
employees

Average number of ful-tme QC
employees

Average number of batches per year

Average annual gross sates revenue

($)

Average square footage of facility

Average number of full-time
employees

Average number of ful-time QC
employees

Average number of batches per year

Average annual gross sales revenue

($)

Very Small (n = 110) Small (n = 114)
9%5% Cl 9%5% Cl
n Mean Low High n Mean Low High
91 24,675 355 48,994 102 71,355 52,980 89,730
102 7.63 6.06 9.20 103 95.51 73.20 117,81
79 3.01 0.18 5.85 99 7.24 5.31 9.17
a7 222.95 134.52 311.38 76 554.07 407.25 700.89
102 13,803,005 0.00¢ 34,900,000 | 101 27,954,987 13,000,000 42,900,000
Large (n = 14) Overall (n = 238)
95% CI 95% Cl
n Mean Low High n Mean Low High
1 595,734 3,771 1,187,696 | 204 75,733 42,203 109,263
13 1,005.23 300.43 1,71003 | 218 105.47 58.66 152.27
12 88.24 25.65 150.83 190 10.27 5.51 15.03
12 308.96 181.59 436.33 175 380.80 292.64 468.95
13 73,330,263 14,700,000 132,000,000 | 216 23,971,303 11,600,000 36,400,000

9Respondents could select more than one response.

OThe primary line of business is the line of business that contributes to the majority of revenues-either greater fthan 50 percent of revenues or the
greatest of several lines such as 35 percent if all other lines contribute less.

CEstimated confidence interval for lower bound was less than zero so we truncated the interval.

synsay AoAng — ¢ UOOBS



Table 4-3. Good Manufacturing Practices (GMPs)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% (i 95% Cl 95% Cl

n % Low High n % Low High ) % Low High n % Low Hinh
Follow a published GMP 61 5176 3824  65.02 86 7297 60.63 8255 12 88.98 63.97 97.35 | 159 64.60 56.09 72.27
model
For plants following
GMPs, the GMP model
usedd
FDA Food GMPs 41 6855 4965 8281 52 63.99 51.66 74.72 6 5186 2492 7775 99 64.70 55.38 73.03
Advance Notice of 14 2599 1246 4642 23 33.09 2121 47.61 4 38.22 15.16 68.19 41 30.99 2192 4181
Proposed  Rulemaking
National  Nutritional 13 27173 13.66 4821 25 30.16 19.33 43.77 1 8.57 1.14 43.12 39 27.75 19.09 3847
Foods Association
(NNFA) GMPs
FDA Drug CGMPs 10 16.66 672 3671 29 3357 2218 47.26 9 7384 4122 9191 48 30.59 22.09 40.67
US. Pharmacopeia 10  16.56 6.64 35.65 25 36.72 2492 50.37 7 56.71 28.31 81.29 42 31.15 2239 4150
GMPs
for plants not following
GMPs, how plants verify
identity, purity, and
composition  of
ingredients and
productsd
Sanitation  standard 8 25 — b 6 1418 ~— b 0 00 — b 14 1909 — b
operatng  procedures
{SSOPs)
Other QA program 11 2018 —b 9 3399 — —b 0 000 = b | 20 2529 - —b
Certificate of Analysis 27 6455 —_ —o | 19 8573 — —b 0 000 - —b 46 72.02 -_ —b
Certificate of Identity 10 1196  w= —b |6 2366 @ —b 0 0.00  w= —b 16 1634 = b
Other 17 4557  ~— —b 72470 — —b 0 000 — —b 24 3705 = —b
Have standard 79 6517 5098 77.10 104 9111 81.08 96.08 12 88.98 6397 9735 195 7973 7154  86.02

operatng  procedures
(SOPS)
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9Respondents could select more than one response.

PConfidence inteval could not be estmated because there was only one observation (respondent) in a stratum for that question.
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Table 4-5. Buidings and Facilties

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)

95% Cl 95% Cl 95% Cl 95% Cl

n % Low High n % Low High n % Low High n % Low High

Facility Ownership?

Owned 39 36.10 24.01 5027 | 68 5980 4747 11 .00 | 11 85.17 55.41 96.37 | 118 51.19 42.43 59.88

Leased 62 63.90 49.73 75.99 | 43 40.20 29.00 52.53 2 14.83 3.63 4459 | 107 4881 40.12 57.57
Owned Facilities

Have written 9 24.33 949 49.63 | 38 60.35 45.34 73.64 | 10 90.63 53.87 98.77 | 57 52.35 40.65 63.79
procedures on

maintenance of the
grounds about the
plant

Have written 20 61.22 41.95 77.52 | 54 79.35 63.66 89.39 | 10 94.46 68.48 99.26 | 84 7531 64.74 83.5 |
procedures on

general maintenance
and sanitation of the
buildings, fixtures, and
other physical

faciites of the plant

Have written 16 5282 3131 7333 | 47 69.33 52.88 81.99 | 11l 100.00 100.00 100.00 | 74 67.13 55.17 77.22
procedures on the

storage and use of
cleaning and
sanitizng ~ materials

Have written 20 59.40 37.16 78.36 | ;52 7727 61.84 87.69 10 94.46 68.48 99.26 82 73.48 62.04 82.45
procedures on pest

control

(continued)
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Table 4-7. Qualty Control and Laboratory Operations

Very Small (n = 1 10)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl

n % Low High

95% Cl

% Low High

95% Cl

% Low High

n

95% Cl

% Low High

Have unit or person 85 74.45 60.20 84.87
responsible  for

quality control (QC)

Have written 48
procedures on the
responsibiites  and
procedures of the

QC  person/unit

44.53 49.77 76.96

For plants that 81 87.66 75.54 94.23

receive ingredients,
require some or all
suppliers to provide a
Certificate of Analysis
{CoA)

For plants that 46
requre a CoA, verfy
reliabiity of supplier’s
CoA

Conduct tests on raw 75
materials

66.65 51.67 78.88

65.92 51.79 77.68

For plants that test 74 9471  70.07 99.28
raw materials, use

tests to confirm

identity of

ingredients

For plants that test 74
raw materials, use

tests to detect
contamination  of

raw materials

9471 70.07 99.28

108

91

105

85

99

97

96

92.39 79.86 97.38

86.03  75.54 9247

98.82 96.3 1  99.63

80.62 68.80 88.70

88.08 78.30 93.80

99.11  96.35 99.79

97.79 92.13 99.40

12

12

12

10

11

10

91.00 69.49 97.82

100.00 100.00 100.00

100.00 100.00 100.00

87.43 60.01 96.99

79.86 49.47 94.14

100.00 100.00 100.00

90.46 5391 98.71

205 84.52

151 78.59

76.64 90.08

70.70 84.81

198 94.26 88.95 97.10

141

185 78.02

182 97.54

180 96.27

75.62 67.14 82.48

69.92 84.42

88.63 99.51

88.65 98.84

(continued)
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Table 4-7. Qualty Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

95% ClI

n % Low High

95% ClI

% Low High

95% Cl

% Low High

95% ClI

% Low High

For plants that test 28 38.3824.01 5511
raw materials, use

tests to determine

potency

Conduct tests on in- 61
process  materials

and/or  finished

products

For plants that test in- 59
process  materials

and/or  finished

products, use tests to
confirm identity of
ingredients

For plants that test in- 58
process  materials

and/or  finished

products, use tests to
detect

contamination  of

raw materials

For plants that test in- 25
process  materials

and/or  finished

products, use tests to
determine potency

Hold representative 73
reserve samples of
each batch

For plants that have 39
laboratory

operations, have

written  procedures

for laboratory

operations

5581 42.08 68.7 1

98.14 92.76 99.54

97.17 91.34 99.11

49.56 32.38 66.85

64.98 50.98 76.80

74.17 61.73 83.63

71

91

85

83

70

96

14..

75.86 63.93 84.78

79.94 68.05 88.17

95.04 88.14 98.01

91.96 83.70 96.22

82.44 73.10 89.03

83.67 72.25 90.97

81.45 66.45 90.68

10

10

10

10

91.81 58.94 98.87

73.32 44.42 90.43

100.00 100.00 100.00

89.61 51.20 98.61

100.00 100.00 100.00

72.24 42.95 89.99

93.58 64.78 99.14

109

162

154

150

105

179

122

62.96 53.58 71.46

69.11 60.65 76.45

96.40 92.34 98.35

93.65 88.62 96.55

71.88 62.85 79.44

7495 66.64 81.75

80.10 70.05 87.38
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Table 4-9. Warehousing

Very Small (n =110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Ci 95% CI 95% ClI

n % Low High n % Low High n % Low High n % Low High
Warehouse  has 72 7404 6119 8377 72 6790 5620 77.72 8 66.39 38.36 86.25 | 152 7040 6228 7741
temperature  controls
Warehouse  has 13 19.27 956 35.03 | 23 2354 1453 3579 3 27.63 9.17 59.07 39 219 1515 30.71
humidity  controls
Have written 47 4970 3607  63.37 77 66.71 5477  76.83 1 87.30 58.83 97.06 | 135 6062 51.85 68.74
procedures for
storage procedures to
control  against
adulteration as well as
deterioration of the
product and the
container
Have wiitten 50 4031 2851 53.35 | 86 76.04 64.43 84.75| 1 87.30 58.83 97.06 | 147 61.59 52.92 69.58

procedures on proper
precautions to reduce
the potential for mix-
ups or adulteration or
contamination

Ansnpuy Juswoddns Aiejoig oy ur seofoeld buunoeinueyy 10 Aeaing
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Table 4-10. Consumer Complaints
Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High n % Low High n % Low High
Have written 52 55.44 42.10 68.03 | 85 77.68 67.24 85.52 | 13 9549 7342 9939 | 150 6895 6093 7598
procedures  for
handling consumer
complaints
Procedures  for
handing adverse
events associated with
consumer complaintsd
Incident is reported 15 19.37 9.90 3443 | 17 17.24 969 2879 5 32.10 1320  59.52 37 1894 1270  27.30
to FDA
Product is tested for 66 62.40 48.41 7458 a3 7398 6249 8291 8 56.99 3046 80.04 | 157 6808 5955 7555
identity and
composition
Product is 19 19.23 10.64 32.23 34 34.49 23.93 46.84 5 34.13 1436  61.56 58 27.88 20.79  36.28
reformulated
Product is recalled 59 60.13 46.51 7235 75 62.60 50.43 73.36 6 41.75 1933 6820 | 140 6043 5180 6847
Other 34 2562 16.25 37.93 | 22 2215 1342 34.29 4 3401 1351 6297 60 2427 1767 3237

ORespondents could select more than one response.
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330 C Street, SW

Washington, DC 20204
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information unless it displays a currently valid OMB
control number.







Introduction

The Research Triangle Institute (RTI) is conducting a survey of the dietary supplement
industry as part of a research study for the U.S. Food and Drug Administration (FDA).
The purpose of this survey is to learn about the existing manufacturing practices in the
industry. This effort is part of the process of considering whether to institute rulemaking
to require good manufacturing practice (GMP) regulations for the dietary supplement

industry.

This plant was randomly selected to participate in this survey. Please answer all
guestions as they pertain to the plant named on the mailing label attached to the front
of this survey booklet. Plant is defined as all of the buildings and facilities, including
warehouses, used in your dietary supplement operations and within the general area of
the address shown on the mailing label.

Your participation is voluntary, and your responses will be kept strictly confidential. Only
‘anonymous data (no identifying information on your plant) will be provided to the FDA.
The name of your establishment will not be linked to your responses. Only aggregate
results will be reported to the public.

The survey will take about an hour to complete. Please answer each question by
circling the appropriate answer(s) or writing your answer in the space provided. For the
purposes of this survey, RTl has defined many of the terms used in the survey. These
definitions are provided in the left margin. Please return the completed survey in the
enclosed postage-paid return envelope within five business days.

If you have any questions on this research study, please contact:

Peter Vardon or Heather Carter-Young

U.S. Department of Health and Center for Economics Research
Human Services Research Triangle Institute

Food and Drug Administration P.O. Box 12194

330 C Street, SW Research Triangle Park, NC 27709-

Washington, DC 20204 2194

Phone: 202-205-5329 Phone: 1-800-334-8571 (ext. 8331)

e-mail: e-mail: cyoung@rti.org

PVardon@bangate.fda.gov

If you have questions regarding your rights as a research participant, you may contact
Dr. Steven Garfinkel at RTI (I-800-334-8571 ext. 6382).

Questions?
Call the Survey Helpline (I-800-866-7655, ext. 548)

If you have any questions as you complete the survey, please call the Survey




Helpline at 1-800-866-7655 and ask for Michele LaPrade, extension 548. The
Helpline is operated by Harris Interactive, on behalf of RTl, and operates on
weekdays from 8:00 a.m. to 5:00 p.m. EST.




Products and Markets

Which of ‘the following describes the dietary
supplement operations at this plant? (Circle all that
apply.)

1 Manufacturer-manufacture dietary supplements
from ingredients, may package and label the product
itself or transfer it to a
repackager/relabeler/encapsulator or distributor

2. Repackager/relabeler/encapsulator—
repackage, relabel, or encapsulate dietary
supplements manufactured by another firm

3. Ingredient or input supplier-supply ingredients or
bulk finished products used to manufacture dietary
supplements at this plant or another firm

4, Distributor-distribute products manufactured by
this plant or another firm

5. Importer-import either ingredients for further
processing or finished products for distribution

6. Exporter-export either ingredients for further
processing or finshed products for distribution

7. Other (Specify):

For your dietary supplement operations at this plant,
what is the product type for your primary line of
business? (Circle only one.)

(Your plant's primary line of business for your dietary
supplement operations is defined as the one that
contributes the majority of revenues-either greater than
50% of revenues or the greatest of several lines such as
35% if all other lines contribute less.)

1 Vitamins and minerals

Herbals and botanicals, not including extracts
Herbal and botanical extracts

Amino acids

Protein products

Animal extracts

Concentrates, metabolites, and constituents
Other (Specify):

0 g oo O B W PO
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What other product types, not including your primary
line of business, do you produce at this plant? By
produce we mean, manufacture,
repack/relabel/encapsulate, supply ingredients,
distribute, import, or export. (Circle all that apply.)

1. Vitamins and minerals

2. Herbals and botanicals, not including extracts
3. Herbal and botanical extracts

4. Amino acids

5. Protein products

6. Animal extracts

7. Concentrates, metabolites, and constituents
8. Other (Specify):

Does this plant produce any food products other
than dietary supplements?

1. Yes
2. No

Does this plant produce any over-the-counter (OTC)
or prescription (Rx) drugs? (Circle only one.)

1. Yes, OTC drugs

2. Yes, Rx drugs
3. Yes, OTC and Rx drugs
4. No

Is this plant a member of any of the following trade
organizations? (Circle all that apply.)
1. American Herbal Products Association {AHPA)

2. Consumer Health Products Association (CHPA) (formerly
known as Nonprescription Drug Manufacturers
Association)

3. Council for Responsible Nutrition (CRN)

4. National Nutritional Foods Association (NNFA)
5. Utah Natural Products Alliance (UNPA)

6. Other (Specify):

Sy gy v e g S
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For the purposes of this
survey, Good
Manufacturing Practices
(GMPs} are the minimum
sanitary and processing
procedures that a
company may have
written, adopted, or
may follow in practice
to ensure that dietary
supplements are of
consistent quality and
contain no unintended
components  (for
example,  contaminants)
that may pose a safety
concem or are
otherwise necessary to
ensure that a product is
not adulterated.

Good Manufacturing
Practices (GMPs)

Does this plant follow a published Good
Manufacturing Practices (GMPs) model for the dietary
supplement products produced at this plant?

1. Yes

2. No

ISkip to question 2.3 !

Which of the following are your GMPs for dietary

supplement operations patterned after? (Circle all

that apply.)

1. FDA Food CGMPs (21 CFR Part 110)

2. Advance Notice of Proposed Rulemaking for Dietary
Supplements

National Nutritional Foods Association (NNFA) GMPs
FDA Drug CGMPs (21 CFR Parts 210 and 211)

U.S. Pharmacopeia (USP) GMPs

Other (Specify,):

o o1 &~ W

[ Skip to question 2.5 |

If not following published GMPs, how does this plant
verify the identity, purity, and composition of dietary
supplement products and ingredients? (Circle all that
apply.)

1. Sanitation standard operating procedures (SSOPS)

2. Other qualty assurance (QA) program

3. Certificate of Analysis

4. Certificate of Identity

5. Other (Specify):

Why does this plant not follow published GMPs?
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Standard operating Does this plant have standard operating procedures

procedures (SOPs) (SOPS) ¢
detail a specific 1. Yes
sequence of events to 2. No [Skip to the STOP box below |
perform a task. SOPs
may include sanitation
or operation m Is there written documentation of the SOPs?
procedures. 1. Yes
2. No

Please Read Before Continuing!

In Sections 3 through 9, we ask about the procedures for personnel, buildings and
facilities, equipment, quality control and laboratory operations, production and
process controls, warehousing, and consumer complaints to protect against
adulteration and contamination. For the purposes of this survey, adulteration includes
the presence in a product of any poisonous or harmful substance that may make the
product injurious to health, the presence of filth or any other contaminate in the
product, less or more of an ingredient than the product label claims, and the
manufacture of a product in insanitary conditions in which the product may have
become contaminated or injurious to health.

For each specific procedure (e.g., procedures for personnel on disease control,
oersonai cleanliness, and training), we ask about the following:

Z Are there written procedures? Written procedures can include posted signs,
policy and procedure (P&P) manuals, and information posted on the
company’s internal website.

Z Does plant management verify and keep records that these procedures are being
followed? Verification is the confirmation by examination and provision of
objective evidence that specified requirements have been fulfilled. Verification
may include direct observation of monitoring procedures, internal audits,
calibration of equipment at specified intervals, and records review. Records
can include written and electronic documentation.

Z Are records made of any corrective actions taken if the procedures are not
followed? Corrective actions are the procedures to be followed when a
deviation is discovered during the monitoring process. Records can include
written and electronic documentation.
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Written  procedures for
disease control specify
the conditions under
which employees
(including
contract/temporary
personnel) may not work
in a dietary supplement
plant. This includes but is
not limited to illness; open
lesions, including boils,
sores, or infected wounds;
or any other abnormal
source of microbial
contamination.

Written  procedures for
personal cleanliness
specify the hygienic
practices employees
[including contract/
temporary  personnel)
shall follow to protect
against  adulteration
and contamination. This
includes but is not
limited to wearing outer
garments, gloves, and
hairnets; washing hands
thoroughly; and
refraining from eating,
drinking, chewing gum,
and using tobacco.

Written  procedures  for
education, training, or
experience specify the
training requirements  for
employees (including
contract/temporary
personnel) and how
written records of training
are  maintained.

Personnel

Are there written procedures for personnel on disease
control?

1. Yes

2. No

Are there written procedures for personnel on
maintaining persona/ cleanliness?

1. Yes

2. No

Are there written procedures ensuring that all
personnel employed in the manufacturing process
have the proper education, training, or experience
needed to perform the assigned functions?

1. Yes

2. No

Does plant management verify and keep records
that the procedures for personnel on disease control,
personal cleanliness, and training are being
followed?

1. Yes

2. No

[ Skip to question 3.6 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Are records maintained of personnel education,
training, or experience?

1. Yes
2. No

| Skip to Section 4 on page 7
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How long are records of personnel education,
training, or experience maintained? (Circle one and
enter number of years if necessary.)

1. Term of employment

2. year(s) after expiration date

3. year(s) from date of manufacture

4. Other (Specify):
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A

Written  procedures for
maintenance of the
grounds specify how the
grounds about the plant
shall be maintained to
protect against
adulteration.  This
includes but is not
limited to properly
storing  equipment:
maintaining  roads,
yards, and parking lots:
and maintaining
adequate drainage and
operating systems for
waste treatment and
disposal.

Written  procedures for
general maintenance
and sanitation of the
buildings, fixtures, and
other physical facilities
specify how the plant
shall be maintained in a
sanitary condition and
kept in repair to prevent
adulteration.

Written  procedures  for
cleaning and sanitizing
materiak specify that
they be safe and
adequate under the
conditions of use and
how they shall be used,
held, and stored in a
manner that protects
against  adulteration.

Buildings and Facilities

What percentage of this plant’s facilities are owned
vs. leased? (Include warehouse facilities located at this
plant. Total should sum to 100%.)

a. Owned % square feet
b. Leased % square feet
Total 100% square feet

If 50% or more of this plant’s facilities are owned,
complete questions 4.2 = 4.7.

If 50% or more of this plant’s facilities are /eased,
complete questions 4.8 = 4.27.

Owned Facilities

Are there written procedures on maintenance of fhe
grounds about the plant?
1. Yes
2. No

Are there written procedures on genera/ maintenance
and sanifafion of fhe buildings, fixtures, and other

physical facilities of the plant?
1. Yes
2. No

Are there written procedures on the storage and use
of cleaning and sanifizing materials?
1. Yes
2. No
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Wiitten procedures for Are there written procedures on pest control?
pest control specify 1. Yes
what measures shall be 2. No
taken to exclude pests
Zﬁ;n t:ro;rii:zgt] azr:i?; Does plant management verify and keep records
PR ORI S M that procedures for buildings and facilities
maintenance are being followed?
1. Yes

2. No  Skip to Section 5 on page E

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures
2. Yes, for al procedures
3. No
| Skip to Section 5 on page 11

Leased Facilities

Written  procedures  for

maintenance of the m What is the remaining term of the lease? (Enter
grounds specify how the number of years or months.)

grounds aboyt lthe plant . years

shall be maintained to

protect against b. . months
adulteration.  This

includes but is not EX] ror leased facilities, who is primarily responsible for
I'tm'.ted o pr.°'°e”yt maintaining the grounds about the plant?

storin e ment.

malin?ainingqUIF:oads 1. Plant management (lessee)

yards, and parking lots; 2. Facility owner (lessor) [Skip to question 4.11 |

and maintaining

ggggaltjt%tg sssr?ér;?sgeforand For leased facilities, are there written procedures on
waste treatment and maintenance of the grounds about the plant?
disposal. 1. Yes |Skip to question 4.12

2. No Skip to question 4.12

Does plant management verify and keep records
that the facility owner is properly maintaining the

grounds?
1. Yes
2. No
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Written  procedures for
general maintenance
and sanitation of the
buildings, fixtures, and
other physical facilities
specify how the plant
shall be maintained in a
sanitary condition and
kept in repair to prevent
adulteration.

Written  procedures for
cleaning and sanitizing
materials  specify that
they be safe and
adequate under the
conditions of use and
how they shall be used,
held, and stored in a
manner that protects
against  adulteration.

Written  procedures  for
pest control specify

what measures shall be
taken to exclude pests
from processing areas
and to protect against
adulteration by pests.

For leased facilities, who is primarily responsible for

4.13

4.14

4.16

general mainfenance and sanifafion of the buildings,
fixtures, and ofherphysical facilities of the plant?
1. Plant management (lessee)

2. Facility owner (lessor) | Skip to question 4.15 |

For leased facilities, are there written procedures on
general mainfenance and sanitation of fhe buildings,
fixtures, and other physical facilities of the plant?
1. Yes

2. No

For leased facilities, are there written procedures on
the storage and use of cleaning and sanitizing
materials?

1. Yes |Skip to question 4.17

2. No Skip to question 4.17

Does plant management verify and keep records
that the facility owner is properly mainfaining the
buildings, fixfures, and other physical facilities of the
plant?

1. Yes

2. No

Does plant management verify and keep records
that the cleaning and sanitizing materials used by the
facility owner are being properly storedand used?

1. Yes

2. No

For leased facilities, who is primarily responsible for
pest control?

1. Plant management (lessee)

2. Facility owner (lessor) [Skip to question 4.19 |

For leased facilities, are there written procedures on
pest control?

1. Yes | Skip to question 4.20 |

2. No Skip&question 4.20
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Does plant management verify and keep records

that the facility owner is taking proper pest control
measures?

1. Yes
2. No

m Does plant management verify and keep records
that procedures for buildings and facilities

maintenance are being followed?
1. Yes

2. No

[ Skip to Section 5 on page 11 |

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures

2. Yes, for all procedures
3. No
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5

Written  procedures for
cleaning, sanitizing, and
maintaining equipment
and utensils specify how
equipment and utensils
shall be cleaned,
sanitzed, and
maintained in a manner
that protects against
adulteration.

Validation is the
examination and
provision of objective
evidence that
equipment, instruments,
and controls are
accurate, adequately
maintained, and
adequate in number for
the intended uses to
measure, regulate, or
record temperature, pH,
water activity, or other
condition.

Equipment

Are there written procedures on the cleaning,
sanitizing, and maintaining of equipment and
utensils?

1. Yes

2. No

ISkip to question 5.4 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes
2. No

| Skip to question 5.4 |

Are records made of any corective actions taken i
procedures are not followed?
1. Yes, for some procedures

2. Yes, for all procedures
3. No

Does this plant validate that equipment, instruments,
and controls are installed correctly?

1. Yes
2. No

Does this plant validate that equipment,.instruments,
and controls are used correctly?

L Yes

2. No

Does this plant validate the equipment used in quality
control? Quality control equipment includes
automatic, mechanical, electronic, and computer
equipment, including hardware and software.

1. Yes

2. No

11
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6

A Certificate of Analysis
is a statement from the
supplier about the
identity, strength,
quality, and purity of a
dietary supplement raw
material, ingredient, or
finished product.

12

Quality Control and
Laboratory Operations

Is there a unit or person responsible for quality
control?
1. Yes
2. No |[SKip to question 6.4 |

m Are there written procedures on the responsibilities
and procedures required of the quality control

unit/person?
1. Yes
2. No

m For which of the following does the quality control
unit/person have responsibility and authority? (Circle
all that apply.)

L Approval/rejection of cleaning and maintenance
procedures

2. Approval/rejection of procedures, specifications,
controls, tests, and examinations for purty, quality, and
composition

3. Approval/rejection of raw materials

4. Approval/rejection of packaging materials

5. Approval/rejection of labeling

6. Approval/rejection of finished dietary products

7. Other  (Specify):

Does this plant require suppliers to provide a
Certificate of Analysis? (Circle only one.)

1. Yes, from some suppliers
2. Yes, from all suppliers

3. No. donotrequire CofA from any suppliers
| Skip to question 6.7 |

4. Do not receive ingredients |Skip to question 6.7 |

m Does this plant verify the reliability of the suppliers’
Certificate of Analysis?

1. Yes
2. No |Skip to question 6.7 |
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Raw materials are any
ingredients intended for
use in the manufacture
of a dietary ingredient
or dietary supplement,
including those that
may not appear in such
finished product.

How is reliability of the suppliers’ Certificate of
Analysis verified? (Circle all that apply.)

1. Conduct on-site review of suppliers’ operations
2. Perform tests in-house to confirm results

3. Use off-site laboratory to confirm results
4

Require suppliers to conduct tests as part of supply
specifications

Standard reference materials
Other (Specify):

o O

Does this plant conduct tests on any raw materials?
(Circle all that apply.)

1. Yes, in-house

2. Yes, off-site

3. No ISkip to question 6.14 I

What percentage of raw materials are sampled and
tested? (Provide average for all raw materials.)
% of lots

Which of the following testing techniques are used to
confirm identify of ingredients for raw materials?
(Circle all that apply.)

1. Physical

2. Chemical

3. Microbiological

4. Visual (macroscopic or microscopic)

5. Organoleptic

6. No tests are conducted to confirm identity of

ingredients
7. Other (Specify):

Which of the following testing techniques are used for

detecting confaminafion of raw materials? (Circle all
that apply.)

1. Physical

. Chemical

3. Microbiological

4. Visual (macroscopic or microscopic)
5. Organoleptic
6
7

N

No tests are conducted to detect contamination
. Other (Specify):

13
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in-process materials
and/or finished products
are any materials
fabricated,

compounded,  blended,
ground, extracted,
sifted, sterilized, derived
by chemical reaction, or
processed in any other
way that is produced for
and used in the
preparation of a dietary
supplement.

14

Does this plant conduct chemical tests to determine

potency of raw materials?
1 Yes
2. No

For the most recent fiscal year, approximately what

6.13

6.14

percentage of raw materials was rejected because
of the wrong identity, contamination, or potency? (If
none, enter zero.)

% of lots | If zero, skip to question 6.14 |

What was the reason(s) for the rejection? (Circle aff
that apply. For each item circled, enter the percentage of
raw materials rejected for this reason. The total should
sum to 7100%.)

1. Microbial contamination %
2. Pesticide, herbicide, fungicide contamination
3. Other chemical contamination %
4. Wrong ingredient %
5. Subpotency %
6. Superpotency %
7. Aflatoxin or other toxin %
8. Other %
Total 100%

Does this plant conduct tests on any in-process
materials and/or finished products?

1. Yes
2. No

[Skip to question 6.21 |

What percentage of in-process materials and/or
finished products are sampled and tested? (Provide
an average for in-process materials and for finished
products; if none, enter zero. Include continuous
monitoring.)

a. In-process materials: %
b. Finished products: % of batches

of batches

%
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Which of the following testing techniques are used to

1

confirm identify of ingredients for in-process materials
and/or finished products? (Circle all that apply.)
Physical
Chemical
Microbiological
Visual (macroscopic or microscopic)
Organoleptic
No tests are conducted to confirm identity of
ingredients
7. Other (Specify):

o o AW N

Which of the following testing techniques are used for

detecting contamination of in-process materials
and/or finished products? (Circle all that apply.)

Physical

Chemical

Microbiological

Visual (macroscopic or microscopic)
Organoleptic

No tests are conducted to detect contamination
Other (Specify]:

- O OB W N

Mk} Does this plant conduct chemical tests to determine

potency of in-process materials and/or finished

products?
L Yes
2. No

For the most recent fiscal year, approximately what

percentage of in-process materials and/or finished
products was rejected because of the wrong identity,
contamination, or potency? (/f none, enter zero.)

a. In-process materials: ____~~ % of batches

b. Finished products: % of batches

| If zero, skip to question 6.211

15
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16

m What was the reason(s) for the rejection? (Circle all

that apply. For each item circled, enter the percentage of

in-process materials and/or finished products rejected for
this reason. The total for each column should sum to

100%.)
in-Process Finished
Materials Products
1. Microbial contamination % %
2. Pesticide, herbicide, % %
fungicide
contamination
3. Other chemical % %
contamination
4. Wrong ingredient % %
5. Subpotency % %
6. Superpotency % %
7. Formulation with missing % %
ingredient
8. Aflatoxin or other toxin % %
9. Other % %
Total 100% 100%

Which of the following testing methods are generally

used for testing of raw materials, in-process materials,

or finished products? (Circle all that apply.)

1
2
3
4,
5
6
7

Association of Analytical Chemists (AOAC)

. U.S. Pharmacopeia (USP)
. Food Chemical CODEX (FCC)

American Chemical Society (ACS)

. In-house methods
. Other (Specify):

No testing conducted ISkip to guestion 6.24 [

m Does your testing policy specify the use of standard
reference materials?

1. Yes
2. No _Skip to question 6.24 |

&) Wha isthe source of the standard reference
materials? (Circle all that apply.)

1

2.
3.
4

Compendial reference standard

In-house primary reference materials
In-house Working reference materials
Other (Specify):

Does your plant hold representative reserve samples
of each batch manufactured?
1. Yes
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Written procedures for
labora tory operations
specify the procedures
that shall be used to
assure that dietary
supplement products
conform to appropriate
standards of purity,
quality, and
composition and that
packaging materials are
safe and suitable for
their intended purpose.

2. No |Skip to question 6.26 |

m How long do you hold representative reserve

6.26

6.27

6.28

6.29

6.30

samples? (Circle one and enter number of years.)
1. ___ year(s) after expiration date

2. —_ years) from date of manufacture

3. Other (Specify):

Are there written procedures for laboratory
operations?

1. Yes
2. No

3. Do not have laboratory operations
| Skip to Section 7 on page 19 |

Skip to question 6.31 |

Does plant management verify and keep records
that these procedures are being followed?
1. Yes

2. No

| Skip to question 6.29

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Do your written procedures for laboratory operations

include any of the following? (Circle all that apply.)

1. Sample selection, method description, validation of
methodology and results, acceptance/rejection
criteria, and use of test results

2. Methods for determining ingredient
detecting adulteration

identity and for

3. Tests to assess the stabiity characteristics of products in

determining appropriate storage conditions and
expiration dating (include testng conducted at
corporate headquarters)

4. Procedures for handing and fiing test records

How long are records for laboratory operations
retained? (Circle one and enfer number of years.)
1. ____ year(s) after expiraton date

2. ___ yeafs) from date of manufacture

3. Other (Specify):

17
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Does this plant verify and keep records that
laboratory equipment is calibrated correctly?
1. Yes
2. No

18
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;

Written procedures for
receipt of dietary
supplement ingredients
specify the criteria for
accepting dietary

supplement ingredients.

Production and Process
Controls

Are there written procedures for receipt of dietary
supplement ingredients?

1. Yes

2. No \Skip to question 7.6 l

3. Do not receive dietary supplement ingredients
| Skip to question 7.6 |

Does plant management verify and keep records
that these procedures are being followed?
1. Yes

2. No |Skip to question 7.4 ‘

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Do your written procedures for receipt of dietary
supplement ingredients include any of the following?
(Circle all that apply.)

1. Written acceptance criteria for dietary supplement
ingredients developed by a competentindividual
Certificate of Analysis specifications
Representative sample and authenticated plant
reference held in an environmentally appropriate
repository for each receiving and production lot/batch

4. Records linking the Certificate of Analysis to the identity
of the unprocessed raw material and to the finished
product

5. Records to trace and verify compliance with laws on
harvest of wildcrafted botanicals

6. Audit records concerning the reliability of supplier
Certificate of Analysis

7. Records for source of animal derived materials or
products

8. Records for fish and fishery demonstrating that FDA fish
and fishery products HACCP regulations are followed

9. Records for raw materials t0 assure segregation of raw,
in-process, and finished product and protection against
adulteration

19
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How long are records on receipt of dietary
supplement ingredients retained? (Circle one and
enter number of years.)

1 . _ _ year(s) after expiration date
2. ____ year(s) from date of manufacture

3. Other (Specify):

Written procedures for Are there written procedures for production
production processes processes?

specify the requirements 1. Yes

of master and batch 2. No | Skip to question 7.111

production and control

3. No production processes conducted
Skip to Section 8 on page 22 |

records.

Does plant management verify and keep records
that these procedures are being followed?

1. Yes
2. No |[Skip to question 7.9 |

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures
2. Yes, for all procedures
3. No

Do your written procedures for production processes

include any of the following? (Circle all that apply.)

1. Master production and control records

2. Batch production and control records

3. Equipment use and cleaning records, including dates
of use and product and lot number of each batch
processed

4. Records that demonstrate that automatic equipment,
including mechanical and electronic equipment
(computers), used in the manufacturing process is
designed, installed, tested, calibrated, validated,
maintained, and checked to ensure that they are
capable of and are performing the intended functions

5. Records for reprocessng of a product

6. Records to assure that corect labels and labelng and
safe packaging materials are used

7. Records to permit tracking the history of the
manufacturing process

8. Reserve samples of each batch of dietary supplement
product are retained and stored under conditions
consistent with the product labeling

20
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How long are records on production processes
retained? (Circle one and enter number of years.)
1. ___ year(s) after expiration date
2. . _.. year(s) from date of manufacture

3. Other (Specify):

Y&kl Does this plant use production and process controls
that identify the points, steps, or stages in the
manufacturing process to prevent adulteration?

1. Yes
2. No | SKip to Section 8 on page 22|

[MF4 Does this plant’s production and process controls
have specifications that must be met for identity,
purity, quality, strength, and composition of
components, ingredients, or dietary supplements and
packing and labeling materials? (Circle all that apply.)
1. Yes, for components
2. Yes, for ingredients
3. Yes, for dietary supplements
4. Yes, for packing and labeling materials
5. No, none of the above

I K3 Does this plant conduct tests to monitor the
production and in-process control points, steps, or
stages to ensure the identity, purity, quality, strength,
and composition of components, ingredients, or

dietary supplements? (Circle all that apply.)
1. Yes, for components

2. Yes, for ingredients

3. Yes, for dietary supplements

4. No, none of the above

21
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8

Written procedures for
storage procedures
specify how finished
products shall be stored
to protect against
adulteration and
deterioration.

22

Warehousing

Does your warehouse have temperature or humidity
controls? (Circle all that apply.)

1. Temperature controls

2. Humidity controls

3. No temperature or humidity controls

Are there written procedures for storage procedures
to control against physical, chemical, and microbial
adulteration as well as deterioration of the product
and container?

1. Yes

2. No |Skip to question 8.7 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes

2. No Skip to question 8.5[

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for al procedures

3. No

Do your written procedures for warehousing include

any of the following? (Circle all that apply.)

1. Procedures and records for forward and backward
tracing of product

2. Procedures and records for salvaged products that
include product examination and reprocessing as
appropriate
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How long are records on warehousing retained?
(Circle one and enter number of years.)

1. ____ year(s) after expiration date

2. . year(s) from date of manufacture

3. Other (Specify):

Are there written procedures on proper precautions
to reduce the potential for mix-ups or adulteration or
confaminafion of ingredients, raw materials, or
in-process formulations (e.g., safety controls and
operating practices or separation of ingredients)?
1. Yes

2. No  Skip to Section 9 on page 24 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes

2. No [Skip to Section 9 on page 24 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

23
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? Consumer Complaints

Written procedures for Are there written procedures at the plant or
consumer complaints corporate level for handling consumer complaints?
specify how all vyntten 1 Yes

and oral complaints :

regarding products are 2. No Skip to question 9.6 |

handled.
Does management verify and keep records that
these procedures are being followed?
1. Yes
2. No [Skip to question 9.4 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures
2. Yes, for all procedures
3. No

Do your written procedures for handling consumer
complaints include any of the following? (Circle alf
that apply.)

1. Procedures for handling all written and oral complaints

2. Records concerning the handling of complaints
including any investigations, investigation findings, and
follow-up action taken

3. Procedures for requiring reporting of serious adverse
events to FDA MEDWATCH

m How long are records on consumer complaints

retained at the plant or corporate headquarters?
(Circle one and enter number of years,)

1. year(s) after expiration date
2. year(s) from date of manufacture

3. Other (Specify):
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m What are your procedures for handling adverse
events associated with consumer complaints? (Circle
all that apply.)

1. Incident is reported to FDA

2. Product is tested for identity and composition
3. Product is reformulated

4. Product is recalled

5. Other (Specify):

Does this plant have a recall procedure in place?
1. Yes
2. No

m Who evaluates reports on consumer complaints?
(Circle all that apply,)

1. In-house medical personnel

2. In-house scientific personnel

3. In-house quality control personnel

4. In-house regulatory affairs personnel
5. Outside contractor

6. Other (Specify):
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10

Your Plant

What was the calendar year during which this plant
was built? (If muftip/e buildings, use date of oldest
building.)

What was the calendar year during which the dietary
supplement operations began at this plant? (If
multiple buildings, use date of earliest operation.)

What is the total square footage of this plant?
(Include warehouse facilities.)

square feet

Are this plant’s facilities connected to a city water

supply?
1. Yes |Skip to question 10.6 |
2. No

Is the water supply at this plant potable?
1. Yes
2. No

Does your company own plants at other locations?
1. Yes
2. No

How many employees are currently employed at this
plant? (Include contract/temporary employees.)

a. Full-time

b. Part-time

How many employees employed at this plant are
working in quality control? (Include contract/temporary
employees.)

a. Full-time

b. Part-time
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For the most recent fiscal year, provide the number of
batches of dietary supplement product by product
form. (Enter the number of batches for each form; if none,

enter
a.

b
C.
d
e

O_h

=

zero.)
Powder batches
. Liquid batches
Paste batches
. Capsule batches
. Tablet or caplet
batches
Gelcap batches
Other (Specify):
batches
Other (Specify).
batches
Total bat ches

EIEIIWhat were the gross sales revenue for the dietary
supplement operations only at this plant for the most
recent fiscal year? (Your responses will be kept
completely confidential; that is, information identifying your

p/ant will not be linked to your responses.

nonsales revenue such as interest income.)

1

O OO — oo OV B WO PO

N
©

Less than $500,000

$500,000 to just under $1 million
$1 to just under $2.5 million
$2.5 to just under $5 million

$5 to just under $10 million

$10 to just under $20 million
$20 to just under $50 million -
$50 to just under $100 million
$100 to just under $500 million
$500 million or more

Do not include

27
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LEAD LETTER

November 24, 1999

Quaity Assurance Manager
[Company]

[Street Address]

[City, State ZIP]

Dear Sir/Madam:

| am writing to ask your participation in a very important study. The Food and Drug

Administration (FDA) has contracted with the Research Triangle Ingtitute (RTI) to conduct a nationwide
survey of establishments that manufacture, pack, and/or hold dietary supplements. The purpose of the
survey is to learn about the existing manufacturing practices in the dietary supplement industry. Results
of the survey will add to the agency’s understanding of the economic impact that any proposa to

establish current Good Manufacturing Practice (¢cGMP) regulations may have on both large and small
firms in the dietary supplement industry. Your establishment is among 400 dietary supplement
establishments randomly selected to participate in the survey. Your participation is crucial for its
success.

RTI is a not-for-profit contract research organization located in North Carolina with an
established history of conducting economic research for FDA and other government agencies. A
representative from RTI will soon be calling you to ask for your cooperation. RTI will then send you a
copy of the survey to complete at your convenience. The survey includes questions about your
establishment and its manufacturing practices. After completing the survey, please return it in the
postpaid envelope provided within five business days of receipt. Individual data collected by RTI for this
study will be kept strictly confidential. Only anonymous data (no identifying information on your firm)
will be provided to the FDA. The name of your establishment will not be linked to your responses. All
study participants will receive a copy of the report summarizing the survey findings.

If you have any questions about the survey, please do not hesitate to contact Peter J. Vardon with
FDA, or Heather Carter-Young with RTI, both listed on the enclosed brochure, or me at
(202) 2055657. We thank you in advance for your cooperation.

Sincerdly,

Richard A. Williams, Ph.D.
Director, Division of Market Studies

Office of Scientific Analysis and Support
Center for Food Safety and Applied Nutrition

B-1
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How can | find out more 3
e Manufacturing
Far further information ON this study Practices in

please contact one of the following indi-

viduals the Dietary
Supplement
Industry

Mr. Peter Vardon

US Department of Health and Human
Services

Food and Drug Administration

330 C Street, SW

Washington, DC 20204
Phone:202-205-5329

E-mail: pvardon@bangate.fda.gov

Ms. Heather Carter-Y oung

Center for Economics Research
Research Triangle Ingtitute

3040 Cornwallis Road

PO Box 12194

Research Triangle Park, NC 27709
Phone:800-334-8571 x8331
E-mail: cyoung@rti.org

: 6.9 Food and Drug Administration
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Survey weights were computed in several steps:

1. Initial sampling weights were computed to reflect the
different probabilities of selection induced by the
sampling design (i.e., by using different sampling rates in
the various strata).

2. We then used weighting classes to adjust these weights
for nonresponse to the initial telephone interview.

3. Because our population included Canadian
establishments that were not eligible for the survey, we
post-stratified to adjust to the population size excluding
Canadian establishments.

4. We made a second nonresponse adjustment for
nonresponse to the mail survey.
Nonresponse adjustments ensure that, within each
weighting class, respondent weights sum to the population
counts of eligible establishments. These adjustments,
implemented with the computation and application of
adjustment factors in each class, also tend to reduce the
biases of nonresponse to the extent that weighting classes
are homogeneous.

We describe each step in more detail below.

C.I INITIAL SAMPLING WEIGHTS

We first assigned each selected establishment (i.e., sample
point) an initial sampling weight. The initial sampling weight
is equal to the inverse of the selection probability where the
selection probability is equal to the stratum sample size (n)
divided by the stratum population (N). Thus, for each of the
16 product type and size sampling stratum we calculated
the initial sampling weights as follows:

Wi = population size (N) for stratum
0~  sample size (n) for stratum

(C.1)
The sum of the initial sampling weights across all sampled

establishments in a stratum is equal to the population for
that stratum.

C-
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C.2

NONRESPONSE ADJUSTMENT FOR INITIAL TELEPHONE
INTERVIEW (PART 1)

Next, we adjusted the initial sampling weights for
nonresponse to the initial telephone interview (Part 1). To
reduce the potential bias caused by nonresponse, we
divided the population into mutually exclusive groups or
weighting classes. We then adjusted the sampling weights
of responding establishments in each weighting class so that
the sum of the weights equals the number of eligible
establishments in the weighting class.

We defined the weighting classes by collapsing the 16
sampling strata into 9 weighting classes. We collapsed
strata or cells if there were less than 20 Part 1 respondents in
a cell. Because of the unique characteristics of large
establishments and the small number of large respondents,
we defined one weighting class for large respondents. For
the vitamins and minerals and the other product type
categories, we collapsed the very smalls and unknowns into
one weighting class. For the amino acids/proteins/animal
extracts product type, we collapsed the very smalls, smalls,
and unknowns into one weighting class.

We calculated adjustment factors (Fy) within each of the
nine weighting classes as follows:

e sum of weights (W) for eligibles in class
'~ sum of weights (W) for respondentspqrt 1in class

(C.2)

The adjusted weight for each responding establishment in a
weighting class is equal to

Wi=Wo . Fy (C.3)

C-

C.3 POST-STRATIFICATION ADJUSTMENT

Because our population included Canadian establishments
that were not eligible for the survey, we post-stratificatied to
adjust to the population size excluding Canadian
establishments. We used the same weighting classes for this
adjustment as described above. The post-stratification
adjustment factor for each weighting class is equal to
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revised population size in class
(excludes Canadian establishments)
Fo = - -
sum of weights for non-Canadian
respondents and ineligibles in class!

(C.4)

The adjusted weight for each responding establishment in a
weighting class is equal to

Wo=Wi. Fp (C.5)

C.4

NONRESPONSE ADJUSTMENT FOR MAIL SURVEY
(PART 2)

We adjusted the sampling weights for nonresponse to the
mail survey using the same approach described for Part 1.
Because of the small number of respondents in the other
product type category, we collapsed the two weighting
classes into one, for a total of eight weighting classes for the
Part 2 nonresponse adjustment.

We calculated adjustment factors (F3) within each
weighting class as follows:

sum of Wy, weights for
_ eligible respondentspgrt 1in class

3 sum of Wy weights for (C.¢)
respondentspgrt 2 in class
The final adjusted weight (W3) for each responding
establishment in a weighting class is equal to
W3z=Wgo e F3 (C.7)

After computing the weights, we found that one respondent
had a relatively large weight. This company was the only
respondent in the vitamin and minerals/unknown stratum,
and it was in the vitamin and minerals and small analysis
domains. We computed unequal weighting design effects
with and without this observation included in the analysis
domains to determine the impact of the unequal weights.
We found that the difference in design effects was
significant. To correct for this, for weighting purposes we

TFor the post-stratification adjustment we included ineligibles since the
populaton we are adjusting to includes ineligibles.



Survey of Manufacturing Practices in the Dietary Supplement Industry

moved this respondent from the vitamin and
minerals/unknown stratum to the vitamin and mineral/small
stratum (to match the respondent’s reporting domain) and
assigned the corresponding initial weight. We then re-
computed the weights for the vitamin and minerals stratum.
The weights for the other product types did not change.

We weighted all results using the final adjusted weights (W3).
The sum of the final adjusted weights across all respondents
to the mail survey is equal to the population of eligible
establishments. Table C-I shows the estimated eligible
population by the product type and establishment size
reporting domains (as defined in Section 4).

Table C-. Estimated Eligible Population

Number of Estimated Eligible
Respondents Population

Product Type

Vitamins and Minerals 118 610

Amino  Acids/Proteins/Animal 16 36

Extracts

Herbals and Botanicals 97 243

Other 7 17
Total 238 206
Establishment Size

Very Small 110 394

Small 114 465

Large 14 47
Total 238 906

c-4
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The results for each section of the survey are reported in a
separate table (e.g., Table D-I corresponds to Section 1 of
the survey). For each question response item, we provide
the number of respondents who circled that answer (n), the
proportion of respondents who circled that answer (%), and
the 95 percent confidence interval for the point estimate
(Low and High values). Where appropriate, we report the
mean response.

The totals for a question may not always sum to 100 percent
due to rounding. We have indicated with an (*) when
respondents could select more than one response.

Because of the skip patterns, the number of respondents
varies by question. We excluded from the analysis
respondents who appropriately skipped questions. For
example, respondents who answered 2 (No) to Question 2.5
were not included in the frequency for Question 2.6.

DAl
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Table D-. Weighted Responses for Section 1. Products and Markets

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl

% Low Hiah

%

95% Cl

Low High

95% Cl

% Low High

95% Cl

% Low High

1 .1* Which of the following
describes the dietary
supplement operations at this
plant?

1. Manufacturer-manufacture
dietary supplements from
ingredients, may package
and label the product itself
or transfer it to a
repackager/relabeler/
encapsulator or distributor

2. Repackager/ relabeler/
encapsulator-repackage,
relabel, or encapsulate
dietary  supplements
manufactured by another
firm

3. Ingredient or input supplier—
supply ingredients or bulk
finished products used to
manufacture  dietary
supplements at this plant or
another firm

4. Distributor-distribute
products manufactured by
this plant or another firm

5. Importer-import either
ingredients  for  further
processing or finished
products for distribution

6. Exporter-export either
ingredients  for further
processing or finished
products for distribution

62

23

30

59

28

31

53.49 39.87 66.6:

26.64 15.96 40.9°

21.92 13.28 33.9

56.64 43.09 69.2

23.47 14.06 36.5

29.14 18.23 43.1

75 68.51 56.62 78.35

41

45

70

40

43

41.51

38.63

57.07

35.00

37.47

30.25 537«

27.75

44.96

24.42

26.69

50.7¢

68.31

473

49.6

62.59 34.80 83.98

23.50 7.35 54.33

30.48 1 1.81 58.95

4214  9.45 68.7¢

3766 |6.18 65.4(

42.83 20.02 69.17

146 61.68 53.00 69.67

67 34.1 1 26.27 42.93

79 30.94 23.54 39.48

135 56.10 47.35 64.49

73

80

30.13 22.72 38.75

34.13 26.42 42.79
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Appendix D — Weighted Results by Establishment Size
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Table D-l. Weighted Responses for

Section 1: Products and Markets (continued)

Very Small (n =110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% ClI 95% Cl 95% Cl
n % Low High n % Low High, n % Low High n % Low High
1.2 For your dietary supplement
operations at this plant, what is
the product type for your
primary line of business2d
1. Vitamins and minerals 15 24.13 13.49 39.36 36 4235 3135 54.1¢ 9 68.59 40.88 87.34 60 3581 28.19 44.22
2. Herbals and botanicals, not 32 25.98 16.02 39.22 24 1781 1051 28.56 2 17.68 4.31 50.61 58 21.35 15.21 29.12
including  extracts
3. Herbal and botanical 39 26.98 18.12 38.17 24 17.27 10.46 27.17 1 449  0.61 26.47 64 20.82 15.40 27.52
extracts
4. Amino acids 0.57 0.08 4.01 2 0.95 023 377 473  0.64 27.56 4 098 0.38 2.51
5. Protein products 5 596 1.73 1857 5 2.33 096 552 | 451  0.61 26.58 11 402 1.73 9.06
6. Animal extracts 0 0.00 0.00 0.00 0 0.00 0.00 0.0C 0 0.00 0.00 0.00 0 0.00 0.00 0.00
7. Concentrates, metabolites, 3 1.71 0.51 556 1 295 041 1836 0 0.00 0.00 0.00 4 226 0.56 8.65
and constituents
8. Other 6 9.59 3.42 2413 5 4,87 138 15.7¢ 0 0.00 0.00 0.00 1 6.66 3.05 13.95
Respondent selected 7 3.96 1.84 829 16 1102 634 18.47 0 0.00 0.00 0.00 23 737 471 1 1.35
multiple  responses
Non-dietary  supplement 0.57 0.08 4.01 1 046 0.06 3.2¢ 0 0.00 0.00 0.00 2 048 0.12 1.94
product
No answer 0.54 0.07 382 0 0.00 000 0.0c 0 0.00 0.00 0.00[ 0.24 0.03 1.67

(continued)
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Table D-l. Weighted Responses for

Section 1. Products and Markets

(continued)

Very Small (n = 110) Small (n = 114) Large (n =14) Overall (n = 238)
95% Cl 95% Cl 95% ClI 95% ClI
n % Low High [ n % Low  High % Low High n % Low High
1.3* What other product types, not
including your primary line of
business, do you produce at this
plant? By produce we mean,
manufacture, repack/relabel/
encapsulate, supply ingredients,
distribute, import, or export.
1. Vitamins and minerals 23 3040 18.75 45.27 34 3443 2378 46.91 11.15 1.56 49.74 58 31.46 23.74 40.36
2. Herbals and botanicals, not 32 3886 26.2453.17| 61 6242 5101 7259 4 3048 1 1.81 58.95 97 50.50 42.18 58.80
including  extracts
3. Herbal and botanical 28 2448 149 1 37.48 54 49.23 37.54 61.01 3 2286  7.46 52.17 85 37.09 29.19 45.76
extracts
4. Amino acids 13 1630 8.28 29.59 40 46.13 34.85 57.83 2 1524  3.77 45.23 55 31.55 24.05 40.16
5. Protein products 10 1211  5.20 25.69 30 35.59 24.94 47.89 1 7.62 1.03 39.47 41 23.92 17.18 32.28
6. Animal extracts 10 10.68 4.45 23.48 17 22.76 13.65 3545 0 0.00 0.00 0.00 27 16.31 10.33 24.80
7. Concentrates, metabolites, 9 911 3.74 20.53 19 25.56 15.98 38.27 1 7.62 1.03 39.47 29 17.47 11.49 25.67
and constituents
8. Other 3 147 0.46 4.59 4 1.89 0.71 495 6.54 0.90 34.91 8 1.95 0.97 3.90
Non-dietary supplement 8 430 2.13 8.49 11 7.95 4.13 1474 4 27.37 10.18 55.61 23 7.38 4.81 11.18
product
No other product types 32 2062 131 1 30.88 13 10.05 4.85 19.68 3 19.73  6.12 48.07 48 15.15 10.51 21.34
1.4 Does this plant produce any
food products other than
dietary  supplements?
1. Yes 12 6.81 377 11.95 39 32.28 2226 4425 1 7.62 1.03 39.47 52 19.92 14.19 27.22
2. No 96 9186 86.32 95.28 74 66.58 5459 76.75| 13 92.38 60.53 98.97 183 78.92 71.57 84.77
Don’t know ! 0.54 0.07 3.82 0 0.00 0.00 0.00 O 0.00 0.00 0.00 1 0.24 0.03 1.67
No answer ! 079 011 5.5¢ 1 1.14 0.16 7.8 O 0.00 0.00 0.00 2 0.93 0.22 3.86
(continued)
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Table D-l. Weighted Responses for Section 1: Products and Markets [continued)
Very Small (n = 110) Small (n = 114) Large (n = 14) | Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% CI
n % Low High n % Low High n % Low High n % Low High
1.5 Does this plant produce any
over-the-counter (OTC) or
prescription (Rx) drugs?
1. Yes, OTC drugs 9 6.12 301 12.03 17 11.42 6.75 18.67| 4 29.40 11.26 57.76| 30 10.06 6.94 14.36
2. Yes, Rx drugs 0 0.00 0.00 0.00 0 0.00 0.00 0.00( © 0.00 0.00 0.0p O 0.00 0.00 0.00
3. Yes, OTC and Rxdrugs 3 458 0.97 19.03 12 8.75 4.73 15.64| 4 34.01 13.51 62.97 19 8.26 4.84 13.75
4. No 95 8510 73.01 92.34 84 78.69 69.95 85.42 6 36.59 16.18 63.29 185 79.26 72.90 84.45
Don’t know ! 054 0.07 382 0 0.00 0.00 0.00( O 0.00 0.00 0.00 1 0.24 0.03 1.67
No answer 2 3.67 0.76 15.94 1 1.14 0.16 7.81 0 0.00 0.00 o0.0p 3 2.18 0.61 747
1.6* Is this plant a member of any of
the following trade
organizations?
1. American Herbal Products 40 23.69 16.74 32.40| 41 25.29 18.03 34.24 2 1 1.02 2.65 36.03 83 23.85 19.26 29.13
Association {AHPA)
2. Consumer Health Products 3 4.79 1.07 19.01 9 6.84 3.33 13.54 4 27.35 10.17 55.59 16 7.03 3.85 12.51
Association (CHPA) [formerly
known as Nonprescription
Drug  Manufacturers
Association)
3. Council for Responsible 7 10.39 3.95 24.66 20 20.82 12.57 32.47 5 3497 14.78 62.52 32 17.03 1 1.33 24.80
Nutrition  (CRN)
4. National Nutritional Foods 44 40.02 27.69 53.76 65 60.88 49.32 71.34 4 26.27 9.73 54.09 (1 13 50.00 41.46 58.54
Association  (NNFA)
5. Utah Natural Products 1 052 0.07 3.66 5 3.48 1.34 8.77 0 0.00 0.00 0.0p 6 201 0.84 4.72
Aliance  (UNPA)
6. Other 13 13.02 6.25 2514 21 16.53 9.76 26.6C 2 12.35 2.89 40.02 36 14.79 9.77 21.76
Not applicable 35 %11 2080 459& 26 19.78 12.45 29.9:| 5 3852 16.69 66.21| 66 26.12 19.38 34.21
Don’t know 054 0.07 38 0 0.00 0.00 o.oc 0 0.00 0.00 0.00 1 0.24 0.03 1.67
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Appendix D — Weighted Results by Establishment Size
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Table D-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High n % Low High n % Low High
2.1 Does this plant follow a

published Good Manufacturing

Practices (GMPs) model for the

dietary supplement products

produced at this plant?

1. Yes 61 51.76 38.26 65.02 | 86 72.97 60.63 82.55| 12 88.98 63.97 97.35| 159 64.60 56.09 72.27

2. No (Skip to question 2.3) 39 4182 29.05 5579 | 24 23.83 14.72 36.19 0 0.00 0.00 0.00( 63 3039 2311 3882
Not applicable (Skip to 6 3.22 144 703 | 0.48 0.07 3.41 654 0.90 3491 8 .99 1.00 3.93
guestion 2.3)
No answer 4 320 1.09 9.00 3 2.72 0.81 8.77 449  0.61 26.47 8 302 142 631

2.2% [If 21 is Yes]

Which of the following are your

GMPs for dietary supplement

operations patterned after?

1. FDA Food CGMPs (21 CFR 41 68.55 49.65 82.81( 52 63.99 51.66 74.72 6 51.86 24.92 77.7§ 99 64.70 55.38 73.03
Part 110)

2. Advance Notice of Proposed 14 2599 1246 4642 23 33.09 21.21 47.61 4 38.22 15.16 68.19 41 30.99 21.92 41.81
Rulemaking for Dietary
Supplements

3. National Nutritional Foods 13 27.73 13.66 4821 | 25 30.16 19.33 43.77 8.57 1.14 43.12] 39 27.75 19.09 38.47
Association (NNFA) GMPs

4. FDA Drug CGMPs (21 CFR 10 16.66 6.72 3571 29 3357 22.18 47.26 9 73.84 41.22 91.91 48 30.59 22.09 40.67
Parts 210 and 211)

5. US. Pharmacopeia (USP) 10 16.56 6.64 3565 | 25 36.72 24.92 50.37 7 56.71 28.31 81.29 42 31.15 22.39 41.50
GMPs

6. Other 10 20.46 8.52 4154 7 4.76 2.01 10.83 8.57 1.14 43.12| 18 10.50 5.45 19.27
Don’t know 1 105 0.14 7.3C 0.00 0.00 o.oc| 0 0.00 0.00 0.00 1 0.36 0.05 2.59
No answer I 100 0.14 701 0.00 0.00 o.oc 0 0.00 0.00 o0.00 1 0.35 0.05 2.48

(Skip to question 2.5)
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{continued)
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U35, Feod amd Dreg Administention

Survey of Manufacturing
Practices in the Dietary

- Supplement Industry

{Horris will ploce
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This survey applies only to

the plant listed on this label.
Refer to this label as Instructed
in the survey.




INSIDE COVER

Public reporting burden for this collection of
information is estimated to average 1.13 hours per
response, including the time for reviewing
instructions,  searching existing data sources,
gathering and maintaining the data needed, and
completing and reviewing the collection of
information. Send comments regarding this burden
estimate or any other aspects of this collection of
information, including suggestions for reducing this
burden to:

Peter Vardon

U.S. Department of Health and Human
Services

Food and Drug Administration

330 C Street, SW

Washington, DC 20204

An agency may not conduct or sponsor and a
person is not required to respond to a collection of
information unless it displays a currently valid OMB
control number.







Introduction

The Research Triangle Institute (RTI) is conducting a survey of the dietary supplement
industry as part of a research study for the U.S. Food and Drug Administration (FDA).
The purpose of this survey is to learn about the existing manufacturing practices in the
industry. This effort is part of the process of considering whether to institute rulemaking
to require good manufacturing practice (GMP) regulations for the dietary supplement

industry.

This plant was randomly selected to participate in this survey. Please answer all
guestions as they pertain to the plant named on the mailing label attached to the front
of this survey booklet. Plant is defined as all of the buildings and facilities, including
warehouses, used in your dietary supplement operations and within the general area of
the address shown on the mailing label.

Your participation is voluntary, and your responses will be kept strictly confidential. Only
anonymous data (no identifying information on your plant) will be provided to the FDA.
The name of your establishment will not be linked to your responses. Only aggregate
results will be reported to the public.

The survey will take about an hour to complete. Please answer each question by
circling the appropriate answer(s) or writing your answer in the space provided. For the
purposes of this survey, RTl has defined many of the terms used in the survey. These
definions are provided in the left margin. Please return the completed survey in fhe
enclosed postage-paid return envelope within five business days.

If you have any questions on this research study, please contact:

Peter Vardon or Heather Carter-Young

U.S. Department of Health and Center for Economics Research
Human Services Research Triangle Institute

Food and Drug Administration P.O. Box 12194

330 C Street, SW Research Triangle Park, NC 27709-

Washington, DC 20204 2194

Phone: 202-205-5329 Phone: 1-800-334-8571 (ext. 8331)

e-maiil: e-mail: cyoung@rti.org

PVardon@bangate.fda.gov

If you have questions regarding your rights as a research participant, you may contact
Dr. Steven Garfinkel at RTI (I-800-334-8571 ext. 6382).

Questions?
Call the Survey Helpline (I-800-866-7655, ext. 548)

If you have any questions as you complete the survey, please call the Survey




Helpline at 1-800-866-7655 and ask for Michele LaPrade, extension 548. The
Helpline is operated by Harris Interactive, on behalf of RTI, and operates on
weekdays from 8:00 a.m. to 5:00 p.m. EST.




Products and Markets

Which of ‘the following describes the dietary
supplement operations at this plant? (Circle gj| that
apply.)

1. Manufacturer-manufacture dietary supplements
from ingredients, may package and label the product
itself or transfer it to a
repackager/relabeler/encapsulator or distributor

2. Repackager/relabeler/encapsulator—
repackage, relabel, or encapsulate dietary
supplements manufactured by another firm

3. Ingredient or input supplier-supply ingredients or
bulk finished products used to manufacture dietary
supplements at this plant or another firm

4, Distributor-distribute products manufactured by
this plant or another frm

5. Importer-import either ingredients for further
processing or finished products for distribution

6. Exporter-export either ingredients for further
processing or finshed products for distribution

7. Other (Specify}:

For your dietary supplement operations at this plant,
what is the product type for your primary line of
business? (Circle only one.)

(Your plant's primary line of business for your dietary
supplement operations is defined as the one that
contributes the majority of revenues-either greater than
50% of revenues or the greatest of several lines such as
35% if all other lines contribute less.)

L. Vitamins and minerals

Herbals and botanicals, not including extracts
Herbal and botanical extracts

Amino acids

Protein products

Animal extracts

Concentrates, metabolites, and constituents
Other (Specify):

po\lo-)mbwl\)




Survey of Manufacturing Practices in the Dietary Supplement Industry

What other product types, not including your primary
line of business, do you produce at this plant? By
produce we mean, manufacture,
repack/relabel/encapsulate, supply ingredients,
distribute, import, or export. (Circle aff that apply,)

1. Vitamins and minerals

2. Herbals and botanicals, not including extracts
Herbal and botanical extracts

Amino acids

Protein products

Animal extracts

Concentrates, metabolites, and constituents
Other (Specify):

© No o A~w

Does this plant produce any food products other
than dietary supplements?
1. Yes
2. No

Does this plant produce any over-the-counter (OTC)
or prescription (Rx) drugs? (Circle onl/y one.)
1. Yes, OTC drugs
2. Yes, Rx drugs
3. Yes, OTC and Rx drugs
4. No

Is this plant a member of any of the following trade
organizations? (Circle all that apply.)

1. American Herbal Products Association (AHPA)

2. Consumer Health Products Association (CHPA) (formerly
known as Nonprescription Drug Manufacturers
Association)

Council for Responsible Nutrition (CRN)
National Nutritional Foods Association (NNFA)
Utah Natural Products Alliance (UNPA)

Other (Specify):

0O U~ w




Survey of Manufacturing Practices in the Dietary Supplement Industry

For the purposes of this
survey, Good
Manufacturing Practices
(GMPs) are the minimum
sanitary and processing
procedures that a
company may have
written, adopted, or
may follow in practice
to ensure that dietary
supplements are of
consistent qualty and
contain no unintended
components  (for
example, contaminants)
that may pose a safety
concem or are
otherwise necessary to
ensure that a product is
not adulterated.

Good Manufacturing
Practices (GMPs)

Does this plant follow a published Good

Manufacturing Practices (GMPs) model for the dietary
supplement products produced at this plant?

1. Yes
2. No

| Skip to question 2.3 |

Which of the following are your GMPs for dietary
supplement operations patterned after? (Circle all
that apply.)

1. FDA Food CGMPs (21 CFR Part 110)

2. Advance Notice of Proposed Rulemaking for Dietary
Supplements

National Nutritional Foods Association (NNFA) GMPs
FDA Drug CGMPs (21 CFR Parts 210 and 211)

U.S. Pharmacopeia (USP) GMPs

Other (Specify):

o g &~ w

| Skip to question 2.5 |

if not following published GMPs, how does this plant
verify the identity, purity, and composition of dietary
supplement products and ingredients? (Circle all that
apply.)

1. Sanitation standard operating procedures {SSOPs)

2. Other quality assurance (QA) program

3. Certificate of Analysis

4. Certificate of identity

5. Other (Specify):

Why does this plant nof follow published GMPs?




Survey of Manufacturing Practices in the Dietary Supplement Industry

Standard operating m Does this plant have standard operating procedures

procedures (SOPs} (SOPS)?
detail a specific 1. Yes
sequence of events to 2. No [Skip to the STOP box below |
perform a task. SOPs
may include sanitation
or operation m Is there written documentation of the SOPs?
procedures. 1. Yes
2. No

Please Read Before Continuing!

In Sections 3 through 9, we ask about the procedures for personnel, buildings and
facilities, equipment, quality control and laboratory operations, production and
process controls, warehousing, and consumer complaints to protect against
adulteration and contamination. For the purposes of this survey, adulteration includes
the presence in a product of any poisonous or harmful substance that may make the
product injurious to health, the presence of filth or any other contaminate in the
product, less or more of an ingredient than the product label claims, and the
manufacture of a product in insanitary conditions in which the product may have
become contaminated or injurious to health.

For each specific procedure (e.g., procedures for personnel on disease control,
oersonal cleanliness, and training), we ask about the following:

Z Are there written procedures? Written procedures can include posted signs,
policy and procedure (P&P) manuals, and information posted on the
company’s internal website.

Z Does plant management verify and keep records that these procedures are being
followed? Verification is the confirmation by examination and provision of
objective evidence that specified requirements have been fulfiled. Verification
may include direct observation of monitoring procedures, internal audits,
calibration of equipment at specified intervals, and records review. Records
can include written and electronic documentation.

Z Are records made of any corrective actions taken if the procedures are not
followed? Corrective actions are the procedures to be followed when a
deviation is discovered during the monitoring process. Records can include
written and electronic documentation.




Survey of Manufacturing Practices in the Dietary Supplemenf Industry

3

Written  procedures for
disease control specify
the conditions under
which employees
(including
contract/temporary
personnel) may not work
in a dietary supplement
plant. This includes but is
not limited to ilness; open
lesions, including boails,
sores, or infected wounds:
or any other abnormal
source of microbial
contamination.

Written  procedures  for
personal cleanliness
specify the hygienic
practices employees
(including  contract/
temporary  personnel)
shall follow to protect
against  adulteration
and contamination.  This
includes but is not
limited to wearing outer
garments, gloves, and
hairnets; washing hands
thoroughly; and
refraining from eating,
drinking, chewing gum,
and using tobacco.

Written  procedures  for
education, training, or
experience specify the
training requirements  for
employees (including
contract/temporary
personnel) and how
written records of training
are  maintained.

Personnel

Are there written procedures for personnel on disease
control?

1. Yes

2. No

Are there written procedures for personnel on
maintaining personal cleanliness?

1. Yes

2. No

Are there written procedures ensuring that all
personnel employed in the manufacturing process
have the proper education, training, or experience
needed to perform the assigned functions?

1. Yes

2. No

Does plant management verify and keep records
that the procedures for personnel on disease control,
personal cleanliness, and training are being
followed?

1. Yes

2. No

Skip to question 3.6 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Are records maintained of personnel education,
training, or experience?

1. Yes
2. No

| Skip to Section 4 on page 7 |
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How long are records of personnel education,
training, or experience maintained? (Circle one and

enter number of years if necessary.)
1. Term of employment
2. year(s) after expiration date
3. year(s) from date of manufacture

4. Other (Specify):
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A

Written  procedures for
maintenance of the
grounds specify how the
grounds about the plant
shall be maintained to
protect against
adulteration.  This
includes but is not
limited to properly
storing  equipment:
maintaining  roads,
yards, and parking lots;
and maintaining
adequate drainage and
operating systems for
waste treatment and
disposal.

Written  procedures for
general maintenance
and sanitation of the
buildings, fixtures, and
other physical facilities
specify how the plant
shall be maintained in a
sanitary condition and
kept in repair to prevent
adulteration.

Written  procedures for
cleaning and sanitizing
materials  specify that
they be safe and
adequate under the
conditions of use and
how they shall be used,
held, and stored in a
manner that protects
against  adulteration.

Buildings and Facilities

What percentage of this plant’s facilities are owned
vs. leased? (Include warehouse facilities located at this

plant. Total should sum to 700%.)

a. Owned % square feet
b. Leased % square feet
Total 100% square feet

If 50% or more of this plant’s facilities are owned,
complete questions 4.2 = 4.7.

If 50% or more of this plant’s facilities are /eased,
complete questions 4.8 = 4.27.

Owned Facilities

m Are there written procedures on maintenance of the
grounds about the plant?
1. Yes
2. No

Are there written procedures on general maintenance
and sanitation of the buildings, fixtures, and other
physical facilities of the plant?

1. Yes

2. No

Are there written procedures on the storage and use
of cleaning and sanitizing materials?
1. Yes
2. No



Survey of Manufacturing Practices in the Dietary Supplement industry

Wiitten procedures for Are there written procedures on pest control?
pest control specify 1. Yes
what measures shall be 2. No
taken to exclude pests
Zﬁ;n tfro;rii:rgf azr:i?; Does plant management verify and keep records
el e mr bl o b that procedures for buildings and facilities
maintenance are being followed?
1. Yes

2. No ISkip to Section 5 on page ﬁ]

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures
2. Yes, for al procedures
3. No
| Skip to Section 5 on page 11 |

Leased Facilities

Written  procedures  for

maintenance of the What is the remaining term of the lease? (Enter
grounds specify how the number of years or months.)

grounds about the plant a. years

shall be maintained to -

protect against b. ____ months

adulteration.  This

includes but is not For leased facilities, who is primarily responsible for
imited to _properly maintaining the grounds about the plant?
storing ~equipment; 1. Plant management (lessee)

maintaining  roads,

yards, and parking lots; 2. Facility owner (lessor) [Skip to question 4.11 |

and maintaining
adequate drainage and
operating systems for
waste treatment and
disposal.

For leased facilities, are there written procedures on
maintenance of the grounds about the plant?

1. Yes |Skip to question 4.12
2. No Skip to question 4.12

Does plant management verify and keep records
that the facility owner is properly maintaining the

grounds?
1. Yes
2. No
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Written  procedures for
general maintenance
and sanitation of the
buildings, fixtures, and
other physical facilities
specify how the plant
shall be maintained in a
sanitary condition and
kept in repair to prevent
adulteration.

Written  procedures for
cleaning and sanitizing
materials  specify that
they be safe and
adequate under the
conditions of use and
how they shall be used,
held, and stored in a
manner that protects
against  adulteration.

Written  procedures for
pest control specify

what measures shall be
taken to exclude pests
from processing areas
and to protect against
adulteration by pests.

For leased facilities, who is primarily responsible for

4.13

4.14

4.16

4.18

general maintenance and sanitation of the buildings,
fixtures, and other physical facilities of the plant?
1. Plant management (lessee)

2. Facility owner (lessor) |Skip to question 4.15 |

For leased facilities, are there written procedures on
general maintenance and sanitation of the buildings,
fixtures, and otherphysical facilities of the plant?
1. Yes

2. No

For leased facilities, are there written procedures on
the storage and use of cleaning and sanitizing
materials?

1. Yes |Skip to question 4.17

2. No Skip to question 4.17

Does plant management verify and keep records
that the facility owner is properly maintaining the
buildings, fixtures, and other physical facilities of the
plant?

1. Yes

2. No

Does plant management verify and keep records
that the cleaning and sanitizing materials used by the
facility owner are being properly storedand used?
1. Yes

2. No

For leased facilities, who is primarily responsible for
pest con trol2

1. Plant management (lessee)

2. Facility (lessor) | Skip to question 4.19 |

owner

For leased facilities, are there written procedures on
pest con frol?
1. Yes |Skip to question 4.20

2. No Skip to question 4.20
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Does plant management verify and keep records

that the facility owner is taking proper pest control
measures?

1. Yes
2. No

Does plant management verify and keep records

that procedures for buildings and facilities

maintenance are being followed?
1. Yes

2. No

ISkip to Section 5 on page 11 |

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures

2. Yes, for all procedures
3. No




Survey of Manufacturing Practices in the Dietary Supplement Industry

5

Written  procedures for
cleaning, sanitizing, and
maintaining equipment
and utensils specify how
equipment and utensils
shall be cleaned,
sanitized, and
maintained in a manner
that protects against
adulteration.

Validation is the
examination and
provision of objective
evidence that
equipment, instruments,
and controls are
accurate, adequately
maintained, and
adequate in number for
the intended uses to
measure, regulate, or
record temperature, pH,
water activity, or other
condition.

Equipment

Are there written procedures on the cleaning,
sanitizing, and maintaining of equipment and

utensils?
1. Yes
2. No

[Skip to question 5.4 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes
2. No

| Skip to question 5.4 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures
2. Yes, for al procedures
3. No

Does this plant validate that equipment, instruments,
and controls are installed correctly?

1. Yes
2. No

Does this plant validate that equipment, instruments,
and controls are used correctly?

1. Yes

2. No

Does this plant validate the equipment used in quality
control? Quality control equipment includes
automatic, mechanical, electronic, and computer
equipment, including hardware and software.

1. Yes

2. No

11
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6

A Certificate of Analysis
is a statement from the
supplier about the
identity,  strength,
quality, and purity of a
dietary supplement raw
material, ingredient, or
finished  product.

12

Quality Control and
Laboratory Operations

Is there a unit or person responsible for quality
control?
1. Yes
2. No

[Skip to question 6.4 |

Are there written procedures on the responsibilities

and procedures required of the quality control
unit/person?

1. Yes

2. No

For which of the following does the quality control
unit/person have responsibility and authority? (Circle
all that apply.)

1 Approval/rejection of cleaning and maintenance
procedures

2. Approval/rejection of procedures, specifications,
controls, tests, and examinations for purity, quality, and
composition

3. Approval/rejection of raw materials

4, Approval/rejection of packaging materials

5. Approval/rejection of labeling

6. Approval/rejection of finished dietary products

7. Other (Specify):

Does this plant require suppliers to provide a
Certificate of Analysis? (Circle only one.)

1. Yes, from some suppliers
2. Yes, from all suppliers

3. No, do not require CofA from any suppliers
| Skip to question 6.7 |

4. Do not receive ingredients [ Skip to question 6.7 |

Does this plant verify the reliability of the suppliers’
Certificate of Analysis?

1. Yes
2. No

[Skip to question 6.7 |
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Raw materials are any
ingredients  intended  for
use in the manufacture
of a dietary ingredient
or dietary supplement,
including those that
may not appear in such
finished  product.

X How is reliability of the suppliers’ Certificate of

Analysis verified? (Circle all that apply.)
1. Conduct on-site review of suppliers’ operations

2. Perform tests in-house to confirm results
3. Use off-site laboratory to confirm results
4

Require suppliers to conduct tests as part of supply
specifications

Standard reference materials
. Other (Specify):

o 0

Does this plant conduct tests on any raw materials?
(Circle all that apply.)

1. Yes, in-house

2. Yes, off-site

3. No [Skip to question 6.14 |

What percentage of raw materials are sampled and
tested? (Provide average for all raw materials.)
% of [ots

Which of the following testing techniques are used to
confirm identify of ingredients for raw materials?
(Circle all that apply.)

1. Physical

2. Chemical

3. Microbiological

4. Visual (macroscopic or microscopic)

5. Organoleptic

6. No tests are conducted to confirm identity of

ingredients
7. Other (Specify):

Which of the following testing techniques are used for

detecting contamination of raw materials? (Circle all
that apply.)

1. Physical

2. Chemical

3. Microbiological

4, Visual (macroscopic or microscopic)

5. Organoleptic

6. No tests are conducted to detect contamination

7. Other (Specify):

13
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Does this plant conduct chemical tests to determine
potency of raw materials?
1. Yes
2. No

For the most recent fiscal year, approximately what
percentage of raw materials was rejected because
of the wrong identity, contamination, or potency? (If
none, enfer zero.)

% of lots  If zero, skip to question 6.14 |

What was the reason(s) for the rejection? (Circle all
that apply. For each item circled, enter fhe percentage of
raw materials rejected for this reason. The fotal should
sum to 7100%.)

1. Microbial contamination %
2. Pesticide, herbicide, fungicide contamination
3. Other chemical contamination %
4. Wrong ingredient %
5. Subpotency %
6. Superpotency %
7. Aflatoxin or other toxin %
8. Other %
Total 100%

In-process materials Does this plant conduct tests on any in-process

and/or finished products materials and/or finished products?
are any materials 1. Yes
fabricated, 2. No [Skip to question 6.21 ]

compounded, blended,
ground,  extracted,

sited,  steriized,  derived KEY What percentage of in-process materials and/or
by chemical reaction, or finished products are sampled and tested? (Provide
processed In-—any other an average for in-process materials and for finished
way that is produced for products; if none, enfer zero. Include continuous
and used in the monitoring.)
preparation of a dietary a. In-process materials: % of batches
supplement. -
b. Finished products: % of batches

14
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Which of the following testing techniques are used to
confirm identify of ingredients for in-process materials

and/or finished products? (Circle all that apply.)
1. Physical
Chemical
Microbiological
Visual (macroscopic or microscopic)
Organoleptic
No tests are conducted to confirm identity of
ingredients
7. Other (Specify):

o ol W N

Which of the following testing techniques are used for
detecting contamination of in-process materials
and/or finished products? (Circle all that apply.)

Physical

Chemical

Microbiological

Visual (macroscopic or microscopic)

Organoleptic

No tests are conducted to detect contamination

Other (Specify,):

~N o ol B~ W N

[*Bk:3 Does this plant conduct chemical tests to determine
potency of in-process materials and/or finished

products?
1. Yes
2. No

For the most recent fiscal year, approximately what
percentage of in-process materials and/or finished

products was rejected because of the wrong identity,
contamination, or potency? (If none, enter zero.)

a. In-process materials: % of batches

b. Finished products: % of batches

[ If zero, skip to guestion 6.211

15
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16

¥ What was the reason(s) for the rejection? (Circle all

that apply. For each item circled, enter the percentage of
in-process materials and/or finished products rejected for
this reason. The total for each column should sum to
100%.)

In-Process Finished
Materials Products
1. Microbial contamination % %
2. Pesticide, herbicide, % %
fungicide
contamination
3. Other chemical % %
contamination
4, Wrong ingredient % %
5. Subpotency % %
6. Superpotency % %
7. Formulation with missing % %
ingredient
§. Aflatoxin or other toxin % %
9. Other % %
Total 100% 100%

Which of the following testing methods are generally

used for testing of raw materials, in-process materials,
or finished products? (Circle all that apply.)
Association of Analytical Chemists (AOAC)
. U.S. Pharmacopeia (USP)
. Food Chemical CODEX (FCC)

. In-house methods
. Other (Specify):

1
2
3
4. American Chemical Society (ACS)
5
6
7

No testing conducted | Skip to question 6.24 |

B your testing policy specify the use of standard

6.23

6.24

reference materials?
1. Yes
2. No Skip to guestion 6.24 |

What is the source of the standard reference
materials? (Circle all that apply..)

1 Compendial reference standard

2 In-house primary reference materials

3. In-house working reference materials
4

Other (Specify):

Does your plant hold representative reserve samples
of each batch manufactured?
1. Yes
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Written  procedures  for
labora tory operations
specify the procedures
that shall be used to
assure that dietary
supplement  products
conform to appropriate
standards of purity,
quality, and
compositon and that
packaging materials are
safe and suitable for
their intended purpose.

2. No |Skip to question 6.26 |

How long do you hold representative reserve
samples? (Circle one and enter number of years.)

1. year(s) after expiration date
2. year(s) from date of manufacture
3. Other (Specify):

m Are there written procedures for laboratory
operations?
1. Yes
2. No

3. Do not have laboratory operations
[SKip to Section 7 on page 19 |

Skip to question 6.31 ]

Does plant management verify and keep records
that these procedures are being followed?

1. Yes
2. No

[ Skip to question 6.29 |

m Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures
2. Yes, for all procedures
3. No

m Do your written procedures for laboratory operations
include any of the following? (Circle all that apply.)

1. Sample selection, method description, validation of
methodology and results, acceptance/rejection
criteia, and use of test results

2. Methods for determining ingredient identity and for
detecting adulteration

3. Tests to assess the stability characteristics of products in
determining appropriate storage conditions and
expiraton dating (include testing conducted at
corporate headquarters)

4. Procedures for handing and fiing test records

m How long are records for laboratory operations
retained? (Circle one and enfer number of years.)

1. year(s) after expiration date
2. . yea(s) from date of manufacture
3. Other (Specify):
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Does this plant verify and keep records that
laboratory equipment is calibrated correctly?
1. Yes
2. No

18
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;

Written  procedures for
receipt of dietary
supplement ingredients
specify the criteria for
accepting  dietary

supplement ingredients.

Production and Process
Controls

Are there written procedures for receipt of dietary
supplement ingredients?

1. Yes

2. No ISkip to guestion 7.6 I

3. Do not receive dietary supplement ingredients
| Skip to question 7.6 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes

2. No |Skip to question 7.4 ]

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Do your written procedures for receipt of dietary

supplement ingredients include any of the following?

(Circle all that apply.)

1. Written acceptance criteria for dietary supplement
ingredients developed by a competent’individual

2. Certificate of Analysis specifications

3. Representative sample and authenticated plant
reference held in an environmentally appropriate
repository for each receiving and production lot/batch

4. Records linking the Certificate of Analysis to the identity
of the unprocessed raw material and to the finished
product

5. Records to trace and verify compliance with laws on
harvest of wildcrafted botanicals

6. Audit records concerning the reliability of supplier
Certificate of Analysis

1. Records for source of animal derived materials or
products

8. Records for fish and fishery demonstrating that FDA fish
and fishery products HACCP regulations are followed

9. Records for raw materials to assure segregation of raw,
in-process, and finished product and protection against
adulteration

19
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Written  procedures  for
production processes
specify the requirements
of master and batch
production and control
records.

20

How long are records on receipt of dietary
supplement ingredients retained? (Circle one and
enter number of years.)

1 . __year(s) after expiration date
2. year(s) from date of manufacture

3. Other (Specify):

Are there written procedures for production
processes?
1. Yes
2. No |Skip to question 7.11]

3. No production processes conducted
| Skip to Section 8 on page 22]

Does plant management verify and keep records
that these procedures are being followed?

1. Yes
2. No |Skip to question 7.9 |

Are records made of any corrective actions taken if
procedures are not followed?
1. Yes, for some procedures
2. Yes, for al procedures
3. No

Do your written procedures for production processes
include any of the following? (Circle all that apply.)
1. Master production and control records
2. Batch producton and control records

3. Equipment use and cleaning records, including dates
of use and product and lot number of each batch
processed

4. Records that demonstrate that automatic equipment,
including mechanical and electronic equipment
(computers), used in the manufacturing process is
designed, installed, tested, calibrated, validated,
maintained, and checked to ensure that they are
capable of and are performing the intended functions

5. Records for reprocessing of a product

6. Records to assure that correct labels and labeling and
safe packaging materials are used

7. Records to permit tracking the history of the
manufacturing process

8. Reserve samples of each batch of dietary supplement
product are retained and stored under conditions
consistent with the product labeling
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How long are records on production processes

7.13

retained? (Circle one and enter number of years.)
1. ___ year(s) after expiration date

2. ___ year(s) from date of manufacture

3. Other (Specify):

Does this plant use production and process controls
that identify the points, steps, or stages in the
manufacturing process to prevent adulteration?

1. Yes

2. No__ [Skip to Section 8 on page 22]

Does this plant’s production and process controls
have specifications that must be met for identity,
purity, quality, strength, and composition of
components, ingredients, or dietary supplements and
packing and labeling materials? (Circle all that apply.)
1. Yes, for components

2. Yes, for ingredients

3. Yes, for dietary supplements

4. Yes, for packing and labeling materials

5. No, none of the above

Does this plant conduct tests to monitor the
production and in-process control points, steps, or
stages to ensure the identity, purity, quality, strength,
and composition of components, ingredients, or
dietary supplements? (Circle gjf that apply.)

1. Yes, for components

2. Yes, for ingredients

3. Yes, for dietary supplements

4. No, none of the above

21
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8

Written  procedures for
storage procedures
specify how finished
products shall be stored
to protect against
adulteration and
deterioration.

22

Warehousing

Does your warehouse have temperature or humidity
controls? (Circle all that apply.)

1. Temperature controls

2. Humidity controls

3. No temperature or humidity controls

Are there written procedures for storage procedures
to control against physical, chemical, and microbial
adulteration as well as deterioration of the product

and container?
1. Yes
2. No |Skip to question 8.7 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes

2. No  Skip to question 8.5 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

Do your written procedures for warehousing include

any of the following? (Circle all that apply.)

1. Procedures and records for forward and backward
tracing of product

2. Procedures and records for salvaged products that
include product examination and reprocessing as

appropriate
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How long are records on warehousing retained?
(Circle one and enter number of years.)

1. _ year(s) after expiration date

2. ____ year(s) from date of manufacture

3. Other (Specify):

Are there written procedures on proper precautions
to reduce the potential for mix-ups or adulteration or
contamination of ingredients, raw materials, or
in-process formulations (e.g., safety controls and
operating practices or separation of ingredients)?
1. Yes

2. No |Skip to Section 9 on page 24 |

Does plant management verify and keep records
that these procedures are being followed?

1. Yes

2. No [Skip to Section 9 on page 24 |

Are records made of any corrective actions taken if
procedures are not followed?

1. Yes, for some procedures

2. Yes, for all procedures

3. No

23
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in the Djetary Supplement Industry

9

Written  procedures for
consumer complaints
specify how all written
and oral complaints
regarding products are
handled.

24

Consumer Complaints

Are there written procedures at the plant or
corporate level for handling consumer complaints?

1. Yes
2. No |Skip to question 9.6 |

Does management verify and keep records that
these procedures are being followed?

1. Yes
2. No |Skip to question 9.4 |

Are records made of any corrective actions taken if
procedures are nof followed?

1. Yes, for some procedures

2. Yes, for al procedures

3. No

Do your written procedures for handling consumer

complaints include any of the following? (Circle aff

that apply.)

1. Procedures for handing all written and oral complaints

2. Records concerning the handling of complaints
including any investigations, investigation findings, and
follow-up action taken

3. Procedures for requiring reporting of sericus adverse
events to FDA MEDWATCH

How long are records on consumer complaints

retained at the plant or corporate headquarters?
(Circle one and enter number of years,)

1. year(s) after expiraton date
2. year(s) from date of manufacture

3. Other (Specify):
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What are your procedures for handling adverse
events associated with consumer complaints? (Circle
all that apply.)

1. Incident is reported to FDA

2. Product is tested for identity and composition

3. Product is reformulated

4. Product is recalled

5. Other (Specify):

Does this plant have a recall procedure in place?
1. Yes
2. No

Who evaluates reports on consumer complaints?
(Circle all that apply.)

1. In-house medical personnel

2. In-house scientific personnel

3. In-house quality control personnel

4. In-house regulatory affairs personnel
5. Outside contractor

6. Other (Specify):

25
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Appendix D = Weighted Results by Establishment Size

(continued)
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Table D-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) (continued)

Very Small (n = 110) Small (n =114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% Cl 95% Cl
n % Low High\. n % Low High| n % Low High| n % Low High
26 [If 25 is Yes)]
Is there written documentation
of the SOPs?
1. Yes 62 81.57 67.04 90.59| 86 81.33 68.89 89.55 (] 1 91.43 57.02 98.85(159 82.01 73.47 88.24
2. No 10 7.86 4.15 14.39 9 12.16 5.42 25.08 O 0.00 0.00 0.00( 19 9.92 5.34 17.69
Don’t know ‘. 0.83 0.1 1 582 0 0.00 0.00 0.0 O 0.00 0.00 o0.00f 1 0.30 0.04 2.10
No answer 6 9.75 3.05 27.04 9 6.51 3.09 13.19 8.57 1.15 42.98| 16 7.78 4.05 14.42

AConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

PCould not estimate because there were no respondents for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Table D-3. Weighted Responses for Section 3: Personnel

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Cl 95% ClI 95% Cl
n % Low High n % Low High n % Low High | n % Low High
3.0 Do personnel at this plant or site
handle raw materials, in-process
materials, or finished products,
including distribution of finished
products?
1. Yes 96 8319 6887 91.7;| 109 96.94 92.05 98.86| 13 9551 73.53 99.39( 218 90.90 83.90 95.03
2. No (Skip to Section 4) 14 1681 828 31.1¢ 5 3.06 114 7.9 ! 4.49 0.61 26.47] 20 9.10 4.97 16.10
31 Are there wiitten procedures for
personnel on disease control?
1. Yes 47 5574 4151  69.05 74 7117 5899 80.9C| 13 100.00 100.00 100.00 134 66.62 57.96 74.29
2. No 47 4301 2981 5725| 35 2883 19.10 41.01 0 0.00 0.00 0.00 |a2 32.88 25.24 41.55
Not applicable 2 125 031 4.9 0 000 000 0.0C 0.00 0.00 0.000 2 050 0.12 1.96
32 Are there written procedures for
personnel on maintaining
personal cleanliness?
1. Yes 67 69.80 5501 81.3¢| 95 8499 7239 924.| 13 100.00 100.00 100.00 175 79.78 71.44 86.16
2. No 27 2895 1755 43.8: 14 1501 756 2761 0 0.00 0.00 0.00 |41 19.73 13.39 28.08
Not applicable 2 125 031 4.9 0 0.00 000 0.0¢ 0.00 0.00 0.000 2 050 0.12 1.96
33 Are there wrtten procedures
ensuring that all personnel
employed in the manufacturing
process have the proper
education, training, or experience
needed to perform the assigned
functions?
1. Yes 53 5395 3941 67.8:| a2 70.98 58.20 al .1i| 12 93.15 63.84 99.06|147 6543 56.37 73.49
2. No 38 3921 2619 53.9¢| 27 2902 1888 41.8(| © 0.00 0.00 0.00| 65 31.47 23.63 40.53
Not applicable 4 266 094 731 0 0.00 0.00 0.0 1 6.85 094 3616 5 143 058 3.49
No answer 419 058 24.8: 0 0.00 000 0.0 0 0.00 0.00 0.00| 1 1.67 023 11.18
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(contfinued)

D-14
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Table D-3. Weighted Responses for

Section 3: Personnel

(continued)

Very Small (n ®110) Small (n =114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% ClI
n % Low Hinh| n % Low Hiah| n % Low High n % Low High
3.4 Does plant management verify
and keep records that the
procedures for personnel on
disease control, personal
cleanliness, and training are
being followed?
1. Yes 45 47.68 33.87 61.85| 75 69.31 56.93 7942 12 93.15 63.84 99.06 | 132 62.02 53.13 70.18
2. No (Skip to question 3.6) 46 42.04 2897 56.34 | 34 30.69 20.58 43.07 0 0.00 0.00 0.00( 80 3351 2571 42.33
Not applicable 125 031 4.92 0.00 0.00 o.0c | 6.85 0.94 36.16 087 027 277
No answer 9.03 256 27.28 0.00 0.00 O0OC| O 0.00 0.00 0.00 359 1.00 12.08
3.5 [If 34 is Yes]
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 24 58.21 36.93 76.82 | 38 47.77 3356 62.35 5 4329 1865 7177 67 50.59 39.34 61.78
2. Yes, for all procedures 12 2194 1022 4097 | 22 33.07 20.33 48.85 7 56.71 28.23 81.35| 41 31.63 2199 43.15
3. No 6 15.11 451 40.13 9 13.94 6.68 26.8C 0 0.00 0.00 0.00[ 15 13.14  6.83 23.79
No answer 3 474 139 1498 6 522 219 11.95 0 0.00 0.00 0.00 9 464 232 9.07
3.6 Are records maintained of
personnel  education, training,
or experience?
1. Yes 54 5422 39.63 6812 84 7366 6131 83.1:| 12 93.15 63.84 99.06| 150 67.00 57.99 74.92
2. No [Skip to Section 4) 40 4451 30,71 59.20 [ 25 26.34 16.85 38.65 0 0.00 0.00 0.00| 65 32.11 24.23 41.17
Not applicable 2 128 031 509| O 0.00 0.00 o.0c 1 6.85 0.94 36.16( 3 0.88 0.27 2.81
(continued)

82/S ewystqe)s3 Aq siinssy pajyblepm — g xipusddy



v

Table D-3. Weighted Responses for Section 3: Personnel (continued)

Very Small (n =1 10) Small (n = 114) Large (n=14) Overall {(n=238)
95% ClI 95% Cl 95% Cl 95% CI
n % Low High n % Low High n % Low High n % Low High
37 [If 36 is Yes]
How long are records of
personnel  education,  training,
or experence maintained?
1. Term of employment 36 7157 ~ -a | 47 5569 — M 4 3426 ~—~ U |87 516 -~ G
2. __ Year(s) after expiration 2 230 — ¢ 7 975 — 0 ! 857 ~— .4 10 726 wm O
date
3. __ Year(s) from date of 3 367 — O 5 790 — -9 0 000 — —C 8 594 — —9
manufacture
4. Other 12 2131 e« —Q0 | 20 2290 - O 6 5210 ~— 9 38 2463 - O
Don’t know 0 000 — -9 0 000 - @ 507 «~ -a 1 039 — -G
No answer ! 115 - O 5 376 — A 0 000 — -a 6 263 = —C
Mean vyears after expiration 2 250 — -a 7 214 — _d 6.00 — =9 [ 10 253 — 0
date
Mean years from date of 3 267 == O 5 374 - -a | b —_ — — 8 352 — —«©
manufacture

AConfidence interval could not be estimated because there was only one observation

BCould not estimate because there were no respondents for that question,

(respondent) in a stratum for that question.
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Table D-4. Weighted Responses for

Section 4: Buildings and Facilities (continued)

Very Small (n = 110) Small (n =114) Large (n = 14) Overall (n = 238)
95% Cl 95% ClI 95% Cl 95% Cl
n % Low High n % Low High| n % Low High | n % Low High
43 Are there written procedures on
general maintenance and
sanitation of the buildings, fixtures,
and other physical facilities of the
plant?
1. Yes 20 61.22 4195 77.52 | 54 79.35 63.66 89.39 | 10 94.46 68.48 9926 ( 84 7531 64.74 8351
2. No 17 3559 19.93 55.08 | 14 20.65 10.61 36.34 ! 5.54 0.74 3152 | 32 2375 1560 34.42
Not applicable 2 319 0.75 1264| O 0.00 0.00 0.00f O 0.00 0.00 0.00 2 094 023 378
44 Are there written procedures on
the storage and use of cleaning
and sanitizing materials?
1. Yes 16 52.82 3131 73.33| 47 69.33 52.88 81.99| 11 100.00 100.00 100.q0 74 67.13 55.17 77.22
2. No 21 4399 2416 6594 | 21 30.67 18.01 47.1p O 0.00 0.00 0.00 [42 31.93 21.88 43.98
Not applicable 2 319 0.75 1264 O 0.00 0.00 0.000 O 0.00 000 000 2 094 0.23 3.78
45 Are there written procedures on
pest control?
1. Yes 20 59.40 37.16 78.36| 52 77.27 61.84 87.69 10 94.46 68.48 99.26| 82 73.48 62.04 82.45
2. No 17 3741 19.14 60.15| 16 22.73 12.31 38.1¢ 1 5.54 0.74 31.52 B4 25,57 16.67 37.1 1
Not applicable 156 0.21 10.80 0 0.00 0.00 0.09 0.00 0.00 0.00] 1 0.46 0.06 3.29
No answer 163 0.22 11.29 0 0.00 0.00 0.00 0.00 0.00 o0.00[f 1 0.48 0.07 3.43
46 Does plant management verify
and keep records that
procedures for buildings and
facilties maintenance are being
followed?
1. Yes 15 52561 3350 70.82( 50 78.44 63.61 88.34 9 81.26 47.18 9547 | 74 7102 61.23 79.18
2. No [Skip toSection 5) 23 4586 27.89 64.97| 18 2156 11.66 36.39 2 18.74 453 5282 | 43 2850 20.34 38.36
N o answer 163 0.22 11.29 0 0.00 0.00 0.00 0 000 0.00 0.00 048 007 3.43

(continued)
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Table D-4. Weighted Responses for Section 4. Buidings and Facilties (continued)

Very Small (n = 110) Small (n=114) Large (n =14) Overall (n = 238)
95% Cl 95% Cl 95% ClI 95% ClI
n % Low High n % Low High n % Low High n % Low High
47 [If 46 is Yes]
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 7 2473 1132 4581 | 26 5326 36.07 69.71 [ -2 2368 518 6381 [ 35 44.06 29.77 59.40
2. Yes, for al procedures 4 2924 660 7072 | 15 3137 17.34 49.9C 7 7632 3619 94.8:| 26 35.41 22.58 50.74
3. No ‘. 297 037 2011 6 1084 452 238C| O 000 000 0.0 7 8.03 3.59 16.98
No answer 3 4306 1356 7848 | 3 453 1.24 1518 0 000 000 0.0( 6 12.51 4.56 29.95
Leased Facilities
48 What is the remaining term of the
lease?
Years (mean response) 55 304 — —a | 41 463 - —da l 000 -~ —¢ 97 377 - -a
Open lease (%) 5 459 191 10.6(| 1 123 016 8.5 O 0.00 0.00 00(| 6 305 144 634
49 For leased facilties, who is
primarily responsible  for
maintaining the grounds about
the plant?
1. Plant management (lessee) 21 3199 1769 50.7;| 26 5757 3764 75.3C 5382 658 95.0;| 48  43.46 31.15 56.64
2. Facility owner (lessor) (Skip to 40 62.08 4291 78.1(| 16 3954 2233 5981 46.18 493 93.4:| 57 52.03 38.75 65.02
question 4.1 1)
No answer ! 593 0.78 3354 ! 2.89 0.38 18.8; 0 0.00 0.00 0.0 2 451 0.94 19.09
410 [If 49 is 1 (lessee)]
For leased faciities, are there
written  procedures on
maintenance of the grounds about
the plant?
1. Yes 3120 778 70.9:] 13 3216 1650 5321 0 000 000 0.0(| 17 31.13 15.72 52.29
2. No 15 6316 2649 89.0¢| 11 55.67 29.57 78.9¢ ! 100.00 100.00 100.0(| 27 59.58 37.22 78.56
No answer 2 564 124 22.&| 2 1217 1.89 49.91 0 000 0.00 0.0 4 9.29 2.23 31.49

(Skip to question 4.12)
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{continued)
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Table D-4. Weighted Responses for Section 4: Buidings and Facilties (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% CI 95% ClI 95% ClI
n % Low High n % Low High n % Low High| n % Low High
420 Does plant management verify
and keep records that
procedures for buildings and
faciites maintenance are being
followed?
1. Yes 24 40.26 24.33 585 | 30 61.62 4238 77.81 2 100.00 100.00 100.01 | 56 50.50 39.61 61.35
2. No (Skip to Section 5) 34 46.08 28.93 442 12 30.89 1554 52.07 0 0.00 0.00 0.0t 46 38.74 27.06 51.88
Not applicable ‘ 0.88 0.12 6.2 0 0.00 0.00 ooc| O 0.00 0.00 0.01 ‘ 0.48 0.07 3.45
Don’t know 092 0.12 64 0.00 0.00 o.0C| O 0.00 0.00 o0.01 ! 0.51 0.07 3.61
No answer 2 1185 3.04 36.5 ! 749 1,04 38.4;| O 0.00 0.00 0.01 3 9.77 3.41 24.94
421 [If 420 is Yes)
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 12 68.41 50.03 824 | 15 3783 2107 581 2 100.00 100.00 100.01 | 29 53.19 38.23 67.59
2. Yes, for al procedures 6 1789 730 37.61 6 2137 742 4797 O 0.00 0.00 o001 12 19.17 9.29 35.46
3. No 4 9.10 3.28 22.1 7 3141 1393 56.4¢ 0 0.00 0.00 o001 11 20.65 10.15 37.47
No answer 2 460 107 177 2 939 225 31.8: 0 0.00 0.00 o001 4 7.00 2.35 19.05

A9Confidence interval could not be estmated because there was only one observation (respondent) in a stratum for that question.

Pif 50% or more of the plant’s facilties are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s faciities are

leased, the respondent completed questions 4.8 through 4.21.
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Table D-6. Weighted Responses for Section 6: Quality Control

and Laboratory Operations

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Gl 95% CI 95% Cl
n % Low High n % Low High| n % Low High n % Low High
6.1 Is there a unit or person
responsible for quality control?
1. Yes 85 7445 6020 84.87 | 108 9239 79.86 97.38 | 12 91.00 69.49 97.82 | 205 84.52 76.64 90.08
2. No (Skip to question 6.4) 11 1212 524 2559 4 6.85 211 20.04 ! 451 0.61 26.5¢ 16 9.02 4.71 16.59
Not applicable (Skip to 10 8.53 3.44 19.61 0 0.00 0.00 o0.00f O 0.00 0.00 Q,0C 10 3.70 1.50 8.87
question 6.4)
No answer 4 491 115 18.66 2 0.76 0.18 3.09 4.49 0.61 26.47 7 276 0.87 8.40
6.2 [If 6.1 is Yes]
Are there written procedures on
the responsibilities and
procedures required of the
quality control unit/person?
1. Yes 48 6453 49.77 76.96 91 86.03 7554 9247 | 12 100.00 100.00 100.00( 151 7859 70.70 84.81
2. No 29 29.04 17.62 43.92 14 1115 547 21.40 0 0.00 0.00 0.00| 43 1737 1165 25.08
N o answer 8 6.44 3.10 12871 3 282 081 93711 0 0.00 0.00 0.00 1 404 211 762

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 11 0) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n %  Low High n % Low High | n % Low High | n % Low High
6.3* [If 6.1 is Yes]

for which of the following does

the quality control unit/person

have responsibiity and

authority?

1. Approval/rejection of 65 77.50 62.87 87.5 73 6490 5246 75.6C( 10 8325 5143 958 148 70.76 61.79 78.36
cleaning and maintenance
procedures

2. Approval/rejection of 68 83.20 69.82 91.3’ 95 89.28 81.33 94.05| 12 10000 100.00 100.0t | 175 87.56 81.10 92.03
procedures, specifications,
controls, tests, and
examinations for purity,
qualty, and composition

3. Approval/rejection of raw 70 76.70 59.75 87.9 96 8469 7264 92.0;| 11 91.63 57.70 98.8 | 177 82.02 72.99 88.51
materials

4. Approval/rejection of 70 77.25 60.44 88.2 84 7157 5890 81.5¢| 11 91.63 57.70 98.8 165 74.88 65.58 82.34
packaging  materials

5. Approval/rejection of 70 80.35 64.30 90.2 83 7432 6243 8344 9 74.88 44.00 91.8 | 162 76.66 67.86 83.63
labeling

6. Approval/rejection of 67 83.51 72.48 90.6 95 85.94 7487 92.6;| 12 100.00 100.00 100.01 | 174 85.81 78.62 90.86
finished dietary products

7. Other 4 321 1.15 8.6 4 275 092 79; 2 16.75 411 485 10 3.72 192 7.10
No answer 4 3.18 1.14 8.6 5 529 210 126 0 0.00 0.00 0.0 9 418 205 8.34

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) \ Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low Hig n % Low High n % Low  High n % Low High
6.4 Does this plant require suppliers
to provide a Certficate of
Analysis?
1. Yes, from some suppliers 39 2968 1928 4271 29 2005 1254 304'?( -5 3210 1320 59.52 73 2486 1849 3255
2. Yes, from all suppliers 42 4516 3217 58.84 76 7218 60.75 8131 7 5579 29.94 7885| 125 5958 51.21 67.43
3. No, do not require CofA from 14 1053 493 21.08 3 111 035 345 0 0.00 0.00 o0.00f 17 514 260 9.92
any suppliers (Skip to
question 6.7)
4. Do not receive ingredients 6 640 2.00 18.62 3 476 124 16.56 7.62 1.03 3947 10 5.63 248 12.27
(Skip to question 6.7)
Don’t know 2 1.06 0.26 4.23 0 0.00 000 ©0.00f O 0.00 0.00 0.00 2 046011 184
No answer 7 716 248 18.96 3 190 051 4.88 449 0.61 26.47 1! 432 1.89 9.58
6.5 (If64 is Yes]
Does this plant verify the
reliabiity of the suppliers’
Certificate  of Analysis?
1. Yes 46 66.65 5167 7888 (' 85 80.62 6880 88.70|10 87.43 60.0196.99p9 141 75.62 67.14 82.48
2. No [Skip to question 6.7) 33 3233 2025 4733 | 20 1938 11.30 31210 2 1257 3.01 3999 55 2399 17.16 3248
No answer 2 1.02 0.26 3.93 0 0.00 0.00 0012 O 000 000 0.00 2 039 0.0 1.52

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory

Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High, | n % Low High n % Low High
6.6* (If 65 is Yes)
How is reliability of the suppliers’
Certificate  of  Analysis  verified?
1. Conduct on-site review of 20 57.74 3859 7481 | 33 2992 2082 4094 | -9 90.08 5232 98.69 62 4316 3261 5437
suppliers”  operations
2. Perform tests in-house to 122092 9.33 40.X 57 6863 5457 79.93( 10 100.00 100.00 100.00 79 5442 4360 64.83
confirm  results
3. Use offsite laboratory to 32 7419 5337 878<| 63 6850 5379 8025 4 3591 1314 6747 99 6837 5729 77.70
confirm  results
4. Require supplers to conduct 17 5037 30.64 699¢| 33 4245 2960 56.4C| 4 3591 1314 6747 | 54 4472 3442 5550
tests as part of supply
specifications
5 Standard reference materials 16 3043 1572 50.6<| 35 3973 2717 53.8C 3 25.99 795 58.80 54 3570 25.88 46.90
6. Other 3 8.13 1.9 28.1: 2 3.72 0.65 1855 9.92 1.31 47.68 6 560 225 1327
No answer 2 208 051 8.0¢ ! 153 021 10.35 0 0.00 0.00 0.00 3 162 0.45 563
6.7* Does this plant conduct tests on
any raw materials?
1. Yes, in-house 45 3156 2150 43.7( 78 7016 5824 798| 10 7332 4442 90.43| 133 5355 4526 61.66
2. Yes, offsite 48 4532 3251 58.7t 68 59.33 47.23 70.4C| 4 2940 1126 5776 | 120 5167 43.08 60.17
3. No (Skip to question 6.14) 23 2147 1213 35.1: 1 953 441 19.4C| 2 15.66 3.50 48.70 36 1504 973 2252
Not applicable (Skip to 7 6.89 2.32 18.7: 0 0.00 0.00 00C[ O 0.00 0.00 0.00 7 299 101 855
question  6.14)
No answer 5 572 159 18.5! 4 239  0.77 7.1 4.49 0.61 2647 10 394 162 928
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% ClI 95% Cl
n % Low High n % Low High n % Low High | n % Low High
6.8 [If 6.7 is Yes]
What percentage of raw
materials are sampled and
tested? (Provide average for all
raw materials.)
% of lots (mean response) 71 5849 4487 M1 1| 96 70.64 59.91 81.3;| 11 93.20 83.87 102.5«| 178 67.48 59.43 7553
6.9* [If 6.7 is Yes]
Which of the following testing
techniques are used to confirm
identity of ingredients for raw
materials?
1. Physical 61 7608 57.62 881¢| 85 88.94 79.76 94.2!| 10 90.46 5391 987 156 84.30 75.52 90.34
2. Chemical 35 5940 4441 72.8; 76 8251 7283 892 | 11 10000 100.00 !00.0C | 122 74.96 67.54 81.17
3. Microbiological 30 5388 39.01 68.05 53 5749 4455 69.4¢ 7 61.83 3165 85.0( 90 56.40 47.06 65.30
4. Visual (macroscopic or 54 6288 4549 77.4¢ 73 7826 68.68 855: 7 6183 3165 850(| 134 71.73 62.41 79.50
microscopic)
5 Organoleptic 34 3364 2170 48.10¢| 59 6111 4815 726 5 46.36 2044 744 98 50.24 40.72 59.74
6. No tests are conducted to l 529 0.72 29.9¢ ! 0.52 0.07 3.7 0.00 0.00 o.0 2 224 039 11.85
confirm identity of
ingredients
7. Other 5 8.71 2.43 26.7: 8 449 204 94 0 0.00 0.00 0.0t 13 5.80 2.62 12.33
No answer 0 0.00 0.00 0.0 l 0.37 0.05 26 0 0.00 0.00 0.01 1 021 0.03 152

(continued)
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Table D-6. Weighted Responses for Section 6. Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% Cl 95% Cl
n % Low  High n % Low High % Low  High n % Low High
6.10*[if 6.7 is Yes]
Which of the following testing
techniques are used for
detecting contamination of raw
materials?
1. Physical 50 6548 4849 7926 (| 68 6838 56.04 7858 7 61.83 31.65 8500 | 125 6696 5752 75.22
2. Chemical 31 5424 3931 6844 51 4984 3735 6236 9 8091 4711 9528 91 5313 43,81 62.23
3. Microbiological 44 67.04 5171 79.44 77 7426 60.62 84.39 7 61 .23 31.65 85.00| 128 70.94 6 1.34 78.98
4. Visual (macroscopic or 53 4335 4594 77.86 76 81.50 7234 88.13 6 52.28 24.62 78.61| 135 7327 64.00 80.86
microscopic)
5. Organoleptic 32 3164 2008 46.02| 45 4968 3711 6229 3 2728 8.85 59.16 80 4185 3267 5164
6. No tests are conducted to ! 529 0.72 29.93 0.55 0.08 387 ! 954 1,29 46.09 3 277 064 1123
detect  contamination
7. Other 2 161 039 642 4 210 079 543 0 0.00 0.00 0.00 6 180 0.82 3%
No answer 0 0.00 0.00 0.00 2 166 033 792 O 0.00 0.00 0.00 2 096 019 465
6.11 [Iif 6.7 is Yes]
Does this plant conduct
chemical tests to determine
potency of raw materials?
1. Yes 28 3838 2401 55113 71 7586 6393 8478 | 10 9181 5894 9887 | 109 62.96 5358 71.46
2. No 45 5554 3945 7055| 26 2248 1384 34.35 1 8.19 113 4106 72 3385 2587 4287
No answer 2 6.08 106 :28.17 2 166 0.33 792 O 0.00 0.00 0.00 4 319 0.85 11.27
(continued)
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Table D-6, Weighted Responses for Section 6. Quality Control and Laboratory Operations (continued)

Very Small (n = 11 0)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% CI

% Low High

95% Cl

% Low High

95% Cl

% Low High

95% Cl

% Low High

6.12 [If 6.7 is Yes)

For the most recent fiscal year,

approximately  what

percentage of raw materials
was rejected because of the

wrong identity, contamination,
or potency?
% of lots (mean response) 74 2.58 1.02 4.15] 95 3.84 2.37 5.32( 11 178 0.75 2.80( 180 3.26 224 429
6.13 [If 6.12 > (]
What was the reason(s) for the
rejection? (mean response in %)
1. Microbial  contamination 41 2885 1326 4443 | 72 3541 2469 46.12 8 7.87 059 1516 121  31.86 23.51 40.20
2. Pesticide, herbicide, 41 277 0.02 552 | 72 104 000° 229 8 3.28 000P 737 121 1.66 0.53 280
fungicide contamination
3. Other chemical 41 0.66 0.00P 157| 72 3.75 037 713| 8  25.86 0.00P 5266 | 21 425 1.32 718
contamination
4. Wrong ingredient 41 2356 1028 3682 72 1468 805 2131 8 2.10 000P  462| 21 1640 1055 22.25
5 Subpotency 41 2747 1894 36.00| 72 21.95 1145 3245 8 29.66 9.05 5026 21 2398 1654 31.43
6. Superpotency 41 201 0.00° 530| 72 137 0.00° 291| 8 262 0.04 521 121 163 0.26 299
7. Aflatoxin or other toxin 41 0.34 0.00° 102 72 123 0QQoP 285 8 0.00 0.00 0.00] 121 0.90 0.00F 198
8. Other 41 1435 434 2435 72 2057 1249 2866 8 2861 000° 5822| 121 1932 1306 2558

(continued)
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Table D-6. Weighted Responses for Section 6. Quality Control and Laboratory Operations (continued)

Very Small (n=110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Ci

n %

Low High

95% Cl

n %

Low High

95% ClI

n %

Low High

95% Cl

n %

Low High

6.14 Does this plant conduct tests
on any in-process materials and/or
finished products?

1. Yes
2. No (Skip to question 6.21)

Not applicable (Skip to
question  6.21)

No answer

61 55.81 4208 687

37 3169 2060 453

8 714 251 18.6.

4 536 138 186

91 7994 6805 881,
21 1930 1116 31.%
0 0.00 0.00 0.0

2 0.76 0.18 30

10 7332 4442 9043
2 1566 3.50 48.7C
! 654 0.90 3491

449 061 2647

162 69.1 1 60.65 76.45
60 2449 17.72 3281
9 345 132 8.70

7 296 099 853

6.15 [If 6.14 is Yes]
What percentage of in-process
materials and/or finished
products are sampled and
tested?

In-process materials: % of
batches (mean response)

Finshed products: % of batches
(mean response)

60 48.76 31 .01 66.5

60 50.19 32.60 67.7°

89 58.20 47.44 68.9:

89 72.32 62.79 81.81

10 91.68 75.98 107.39

10 89.61 69.97 109.24

159 56.76 47.49 66.02

159 65.46 56.54 74.37

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n=114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% ClI
n % Low High n % Low High n % Low Hiah n % Low High
6.16* (f 6.14 is Yes]
Which of the following testing
techniques are used to confirm
identity of ingredients for in-
process materials and/or
finished  products?
1. Physical 48 8346 69.34 918, 61  71.56 60.05 80.81 a 7921 4395 9481 | 117 76.16 68.43 82.49
2. Chemical 21  45.50 2881 63.2: 66 74.47 62.04 83.89| i0 100.00 100.00 100.0¢ 97 65.73 56.01 74.29
3. Microbiological 19  36.01 20.40 55.2. 35 40.16 28.04 53.6; 6 58.42 2781 836 60 39.72 30.13 50.17
4. Visual (macroscopic or 38 5317 35.55 70.0 62 71.16 60.18 80.14 6 5842 2781 836 106 64.14 53.86 73.27
microscopic)
5 Organoleptic 25 3061 18.01 46.9° 47 5750 4499 69.1z| 4 4158 1633 T2.U 76 47.18 37.13 57.47
6. No tests are conducted to ! 0.93 0.13 6.5 3 156 050 47%| O 0.00 0.00 001 4 125 0.47 3.28
confirm identity of
ingredients
7. Other 7 1263 4.28 31.8 4 3.19 1.07 9.l . 10.39 139 48.8 12 6.90 3.17 14.39
No answer ! 0.93 0.13 65 3 3.40 1.00 1089 O 0.00 0.00 O 4 235 0.80 6.68

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations

[continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Ci 95% Cl 95% Cl
n % Low High n % Low High| n % Low  High n % Low High
6.17* [If 6.14 is Yes]
Which of the following testing
techniques are used for
detecting contamination of in-
process materials and/or
finished  products?
1. Physical 40 68.61 50.80 82.23| 47 49.93 37.09 62.78| 1 68.82 35.66 89.78| 94 57.54 47.48 67.00
2. Chemical 21 44.06 27.51 62.05| 40 38.13 26.57 51.20| 8 79.21 43.95 94.88| 69 42.50 32.89 52.71
3. Microbiological 33 62.17 45.41 76.46| 66 75.07 62.71 84.36| 7 68.82 35.66 89.78| 106 70.20 60.83 78.13
4. Visual (macroscopic or 37 57.42 38.89 74.08| 55 64.97 5242 75.75| 6 58.42 27.81 83.67| 98 61.96 51.72 71.23
microscopic)
5. Organoleptic 24 29.20 16.89 4556 | 36 47.27 35.10 59.79| 2  20.79 5.12 56.05| 62 39.46 29.89 49.91
6. No tests are conducted to ! 0.93 0.13 6.52 5 464 1.76 11.69 10.39 1.39 48.80 7 366 1.64 7.97
detect  contamination
7. Other 4 4.00 1.39 10.97 4 401 1.3711.18 10.39 1.39 48.80 9 436 212 8.75
No answer 2 1.90 0.46 7.56 3 340 100 1089 O 0.00 0.00 0.00 5 269 101 692
6.18 [If 6.14 is Yes]
Does this plant conduct
chemical tests to determine
potency of in-process materials
and/or finished products?
1. Yes 25 4956 32.38 66.85| 70 8244 7310 89.03| 10 100.00 100.00 100.00 | 105 71.88 62.85 79.44
2. No 35 4951 32.33" 66.80 18 1416 8.50 22.64 0 0.00 0.00 0.00{ 53 2577 1852 34.65
No answer 0.93 0.13 652 3 340 100 1089 O 0.00 0.00 0.00 4 235 0.80 668

(continued)
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Table D-6. Weighted Responses for Section 6: Qualty Control and Laboraiory Operations (continued)

Very Small (n = 110) Smali (n=114) Large (n=14) Overall (n = 238)
95% Cl 95% ClI 95% Cl 95% Cl
n % Low High | n % tow High| n % Low High | n % Low Hinh
6.19 [if 6.14 is Yes]
For the most recent fiscal year,
approximately  what
percentage of in-process
materials and/or finished
products was rejected because
of the wrong identity,
contamination, or potency?
in-process materials: % of 44 207 0.00° 49| 71 188 0.63 3.14| 10 2.82 0.79  4.84| 125 2.01 082 3.20
batches (mean response)
Finished products: % of 49 223¢ 0.00P 49:| 80 485 114 856 9 3.72 1.35 6.10| 138 3.95 148 642
batches (mean response)
6.20 [If 6.19 > 0]
What was the reason(s) for the
rejection?
In-Process  Materials (mean
responsesin %)
1. Microbial contamination 20 11.85 Q.00P 25.7:| 37 28.65 9.87 47.42 7 5.80 0.44 11.16| 64 2155 9.25 33.86
2. Pesticide, herbicide, 20 0.00 0.00 0.0 37 0.08 0.00P 0.25 7 0.00 0.00 0.00] 64 0.05 0.00F 0.15
fungicide contamination
3. Other chemical 20 3.96 0.00° 1 1.8 37 5.22 0.00° | 1.48 7 9.16 0.00° 23.46| 64 533 0.82 985
contamination
4. Wrong ingredient 20 18.13 080 354;| 37 1184 153 22.15 7 091 0.00° 23z 64 12.293.4621.11
5. Subpotency 20 15.69 000P. 31.4¢ 37 1460 623 22.96| 7 6148 3207 90.8¢| 64 20.21 12.06 28.35
6. Superpotency 20 0.00 o0.00 000 37 4.31 0.67 7.95 7 151 0.00P 377 64 2.84 0.68 499
7. Formulation with missing 20 6.64 000° 155 37 10.16 2.68 17.63 7 619 0.000 17.62| 64 877 3.71 13.82
ingredient
8. Aflatoxin or other toxin 20 1.80 0.00° 55( 37 0.00 0.00 0.00 7 0.00 0.00 0001 64 0.48 000t 1.45
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Table D-6. Weighted Responses for Section 6. Quality Control and Laboratory Operations (continued)

Very Small (n =1 10)

Small (n = 114)

Large (n = 14)

Overall (n =238)

95% Cl 95% ClI 95% Cl 95% ClI
n % Low High n % Low High| n % Low High n % Low High
(continued)
Finished Products (mean
responses in %)
1. Microbial contamination 22 2632 8.63 4401 | 48 16.68 533 2802 | 8 409 0.00° 831| 78 1783 926 26.39
2. Pesticide, herbicide, 22 071 0.00° 217 | 48 0.00 0.00 0.00 197 0.00° 569 78 035 000° 0.85
fungicide contamination
3. Other chemical 22 142 0.00P 3.42| 48 247 Q00 624 8 1586 0.00P 3421 | 78 3.46 0.31 6.60
contamination
4. Wrong ingredient 22 953 0.00P 2021 | 48 1511 469 2554 8 197 000P 569 78 1256 537 19.75
5. Subpotency 22 1741 3.88 30.95( 48 2334 1176 3491 8 39.76 1037 69.15| 78 2343 1351 3336
6. Superpotency 22 0.00 0.00 o0.00( 48 543 057 1030 8 144 000P 417| 78 376 052 7.00
7. Formulation with missing 22 0.87 0.00° 260| 48 308 049 567| 8 131 0.00P 3.79| 78 239 0.48 4.30
ingredient
8. Aflatoxin or other toxin 22 0.00 0.00 0.00| 48 0.00 0.00 0.00 0.00 0.00 0.00{ 78 0.00 0.00 0.00
9. Other 22 4373 2063 66.83| 48 3389 20.13 47.65 8 3359 543 6175| 78 36.22 24.97 47.48

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 1 10)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl

n % Low Hinh

%% C |
% Low  High

95% Cl
n % Low High

95% Cl

% Low High

6.21* Which of the following testing
methods are generaly used for
testing of raw materials, in-
process materials, or finished
products?

}. Association of Analytical 28 25.25 15.29 38.7. 67 58.80 46.73 69.90 3 21.78 7.03 50.64| 98 42.28 34.07 50.94
Chemists (AOAC)

2. US. Pharmacopeia (USP) 27 33.61 21.61 48.1° 76 72.07 61 ,19 80.86| 10 73.32 44.42 90.43| 113 55.43 47.34 63.24

3. Food Chemical CODEX 11 12.59 5.83 25.1: 43 45.60 34.47 57.19 7 49.37 24.71 74.35 61 31.46 23.94 40.09
(FCC)

4. American Chemical Society 6 402 166 94 22 20.79 12.66 32.21 0 0.00 0.00 0.00f 28 1241 7.90 18.98
(ACS)

5. In-house methods 49 40.33 28.34 53.64 63 57.37 45.38 68.56 8 58.08 31.45 80.71( 120 50.01 4152 58.49

6. Other 27 20.12 12.13 31.4 24 18.92 1 1.40 29.74 ! 7.62 103 39.47| 52 1885 1335 2593
No testing conducted 16 1472 7.26 27.5 10 812 344 17.97 2 1566 350 48.70| 28 1138 6.83 1836
(Skip to question 6.24)
Don’t know 0 0.00 0.00 0.0 ! 244 0.34 15.37 0 0.00 0.00 0.00 1.25 0.17 8.41
No answer 8 7.73 2.86 19.2: 2 0.76 0.18 3.09 1 449 061 26.47| U 3.98 1.70 9.08

6.22 (If 6.2 is 1-6]

Does your testing policy specify

the use of standard reference

materials?

1. Yes 47 48.90 34.59 63.3 78 7245 59.72 82.35| 11 94.68 69.66 99.28( 136 63.72 54.43 72.08

2. No (Skip to question 6.24) 34 36.64 23.83 51.6 18 18.01 10.24 29.74 O 0.00 0.00 0.00 52 2490 17.69 33.85
Don’t know 2 1.28 0.31 * 5.0 0 0.00 000 o0.0p O 0.00 0.00 o0.00 2 053 013 214
No answer 11 13.18 5.71 27.5 8 9.53 4.07 2076 1 5.32 0.72 30.34( 20 10.85 6.07 18.64

(continued)
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Table D-6. Weighted Responses for Section 6. Quality Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% CI 95% Cl 95% ClI
n % Low Hiah| n % Low High n % Low High| n % Low High
6.23* [if 6.22 is Yes]

What is the source of the

standard reference  materials?

1. Compendial reference 18 5140 3206 7032 | 61 86.26 77.44 91.99( 10 9046 5365 9873 89 7539 66.56 82.50
standard

2. In-house primary reference 23 3905 2230 5885 40 53.61 39.85 66.84 10 9046 5365 98.73 73 5167 4053 62.66
materials

3. In-house working reference 22 3080 1886 46.02 | 39 50.68 36.40 64.84 10 90.46 5365 9873 71 4725 3657 58.19
materials

4. Other 5 ‘769 309 17.87 7 7.19 3.13 15.67 0.00 0.00 0.00f 12 682 3.70 1222
No answer 2 9.60 165 40.14 2 2.41 052 10.48 0.00 0.00 0.00 4 454 123 1536

6.24 Does your plant hold

representative  reserve  samples

of each batch manufactured?

1. Yes 73 6498 5098 76.8C| 96 83.67 72.25 90.97( 10 7224 4295 8999 | 179 7495 66.64 8175

2. No (Skip to question 6.26) 24 2173 1239 3528| 12 12.32 590 23.96 2 1566 350 4870| 38 1658 1090 24.42
Not applicable (Skip to 8 741 267 18.95 0 0.00 0.00 0.00 0 0.00 0.00 0.00 8 322 116 861
question  6.26)
No answer 5 588 1.68 18.58 6 4.01 1.62 9.59 2 1211 281 39.67 13 525 253 1055

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control an j

Laboratory Operations

(continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% CI 95% ClI 95% ClI 95% Cl
n % Low Hiah| n % Low High n % Low High| n % Low High
6.25 [Iif 6.24 is Yes]
How long do you hold
representative  reserve  samples?
1. -year(s) after expiration 21 2618 1454 425(| 39 4609 3367 59.02| 5 5275 2396 7982 | 65 3893 29.68 49.05
date
2. _ _year(s) from date of 39 5878 4220 7354| 44 4063 2935 5300| 4  38.20 1442 6940 | 87 4734 3772 5717
manufacture
3. Other 11 1344 5,58 28.98 10 7.81 3.88 1510 O 0.00 0.00 0.00 21 953 541 16.27
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 9.05 124 4401 l 0.46 0.06 3.26
No answer 2 160 039 6.27 3 5.47 136 1949| O 0.00 0.00 0.00 5 3.73 113 1167
Mean years after ~ expiration 21 279 158 400 39 191 144 238 5 100 100 100] 65 207 156 258
date
Mean years from date of 39 452 387 517 44 411 347 475| 4 472 272 673 87 433 38 481
manufacture
6.26 Are there wrtten procedures
for laboratory operations?
1. Yes 39 3017 2015 4251 74 6449 5221 7511 85.82 | 122 49.64 4172 5757

2. No (Skip to question 6.31)
3. Do not have laboratory

operations (Skip to Section 7)

Don’t know

No answer

20 1051 677 1595
46 5345 4063 65.83

0 0.00 0.00 0.00
5 588  1.68 j18.58

10 1469 726 2745
25 1800 1082 28.44

0 0.00 0.00 0.00
5 283 104 748

9 65.70 37.75
' 451 061 2658
1115 156 49.74

654 0.90 3491
2 211 281 3967

31 1234 7.64 19.31
72 33.04 25.45 41.63

1 034 005 244
12 464 212 986

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% Cl 95% ClI
n % Low Hinh| n % Low High| n % Low High | n % Low High
6.27 (If 6.26 is Yes]
Does plant management verify
and keep records that these
procedures are being folowed?
1. Yes 32 8591 7154 9367| 68 9044 7985 957¢| ‘9 100.00 100.00 [00.0¢| 109 89.91 82.59 94.36
2. No (Skip to question 6.29) 7 1409 633 2846 4 6.02 215 1576 O 0.00 0.00 0.0 11 7.73 4.06 14.24
No answer 0 0.00 0.00 0.00 2 3.54 0.87 1329 0 0.00 0.00 0.0 2 236 0.58 9.04
6.28 [If 6.27 is Yes]
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 14 4763 2489 71.39| 32 4281 2887 57.95| 2 23.20 567 603 48 42.51 31.00 54.89
2. Yes, for al procedures 14 4417 2211 6880 30 4864 3411 6341 7 76.80  39.69 94.3: 51 49.69 37.74 61.67
3. No 4 8.20 2.85 2137 6 8.55 3.60 1897| O 0.00 0.00 0.0 10 7.80 3.94 14.84

(continued)
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Appendix D -~ Weighted Results by Establishment Size
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Table D-6. Weighted Responses for Section 6: Quality Control

and Laboratory Operations (continued)

Very Small (n = 1 10)

|

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Cl 95% Cl 95% ClI
n % Low  High n % Low High % Low High n % Low High
6.30 [if 6.26 is Yes]
How long are records for
laboratory  operations  retained?
1. year(s) after expiration 9 2858 11.93 54.18 25 36.69 2375 51.90 46.40 18.30 76.99 38 35.23 24.90 47.15
date
2. year(s) from date of 20 5299 31.53 7341 31 40.15 27.16 54.68 53.60 23.01 81.70 56 44.47 33.56 55.94
manufacture
3. Other 8 1499 7.01 2920 17 2139 1169 35.85 0.00 0.00 0.00 25 1821 11.04 2855
No answer 2 3.44 0.83 13.23 177 0.24 11.89 0.00 0.00 0.00 3 209 0.58 722
Mean years after expiration 9 351 - —a 25 180 — =@ 3.00 == —Q 38 228 -~ Q@
date
Meanydaom date of 20 489 3.79 599 31 467  3.61 5.73 6.08 5.27 6.89 56 486 4.14 557
manufacture
6.31 [If 6.26 is 1 or 2]
Does this plant verify and keep
records that laboratory
equipment is calibrated
correctly?
1. Yes 36 69.39 55.82 80.27 72 76.73 6220 86.85 93.58 64.78 99.14 | 117 75.64 65.41 83.60
2. No 20 26,52 16.69 39.40 11 2183 1203 36.31 6.42 0.86 35.22 32 22.25 14.60 32.39
Don’t know ! 128 0.17 884 0 0.00 0.00 o.0c 0.00 0.00 0.00 0.36 0.05 2.59
No answer 2 2.81 0.73. 10.25 144 0.20 9.77 0.00 0.00 0.00 3 1.75 0.50 5.86

AConfidence interval could not be estimated because there was only one observation {resc ondent) in a stratum for tha question.

DEstimated confidence interval for lower bound was less than zero so we tuncated the inter ral.
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COne respondent in the very small category entered 100% for question 6.19 for both in-process materials and finished products. The means
excluding this response are 0.66 for in-process materials and 0.89 for finished products for very small respondents and 1.55 for in-process materials
and 354 for finished products for all respondents. This respondent did not answer question 6.20.

dConfidence interval could not be estimated because of matrix conformability error.

*Total may sum to greater than 100% because respondents could select more than one answer.

Table D-7. Weighted Responses for Section 7: Production and Process Controls

Very Small (n = 110) Small (n =114) Larae {n = 14) Overall (n = 238)
95% CI 95% Cl 95% Cl 95% ClI
n % Low High n % Low High n % Low High | n % Low High
7.1 Are there wiitten procedures for
receipt of dietary supplement
ingredients?
1. Yes 56 52.68 39.22 65.7:7 86 8114 7124 88.14 10 75.74 48.32 91.26( 152 48.49 60.21 75.75
2. No (Skip to question 7.6) 23 2143 1210 35.013 13 6.38 348 11.4C 4.51 0.61 26.58 37 12.82 8.17 19.55
3. Do not receive dietary 25 19.24 10.99 31513 12 1058 513 20.56 2 15.24 3.77 45.23| 39 14.59 9.59 21.57
supplement ingredients  (Skip
to question 7.6)
No answer 6 6.65 2.14 18.7'7 3 1.90 0.51 6.8¢ 4.49 0.61 26.47 10 4.10 1.72 9.43
7.2 [If 7.1 is Yes)]
Does plant management verify
and keep records that these
procedures are being followed?
1. Yes 45 7724 5671 89.7?| 75 86.08 73.69 93.17 10 100.00 100.00 100.00 130 83.93 74.03 90.54
2. No (Skip to question 7.4) 11 2276 1021 43.2'7 10 12,52 5.82 24.87 0 0.00 0.00 0.00f 21 15.21 8.77 25.08
No answer 0 000 0.00 0013 141 0.19 9571 0 0.00 0.00 000l | 0.85 0.12 59
7.3 [If 7.2 is Yes] ‘
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 24 4329 2745 60.6:2] 35 45.42 31.72 59.86 2 24.77 6.18 62.21 61 43.34 32.35 55.03
2. Yes, for all procedures 13 3898 20.98 60.58 27 37.65 24.46 52.96 7 65.17 3151 8838 47 39.96 29.14 51.87
3. No 7 9.17 4.18 18.9:3| 13 16.93 9.17 29.15 10.06 133 48.19 21 14.07 8.62 22.12
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Appendix D — Weighted Results by Establishment Size
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7. Records for source of animal
derived materials or products

6 17.75 6.53 40.00f 17 21.75 1249 35.]‘2 0 0.00 0.00 0.00 |23 19.15 1181 2953

(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% ClI
n %

Low High n %

95% Cl

Low High

95% Cl
% Low High

95% ClI
n %

Low High

7.4 [Continued]

8.

9.

Records for fish and fishery
demonstrating that FDA fish

and fishery products HACCP
regulations are followed

Records for raw materials to
assure segregation of raw, in-
process, and finished
product and protection

1.03 0.14 7.18

26 44.74 27.76 63.09

0.57 0.08 4.0:

46 55.85 42.16 68.71

8.63 118 4285

65.17 31.61 88.34

3 119 0.38 366

79 52.68 42.00 63.13

against  adulteration
No answer 0 0.00 0.00 o.oc 1 141 019 95 0 0.00 0.00 0.00 1 0.85 0.12 5.94
7.5 [If 7.1 is Yes]

How long are records on receipt

of dietary supplement

ingredients  retained?

1. -year(s) after expiration 14 2286 1120 41.05 29 3356 2200 475 3 30.18 9.73 6341 46 29.79 21.15 40.16
date

2. _ _ _year(s) from date of 28 5572 37.40 72.6C| 30 31.15 2061 44.0° 5 45.05 18.62 74.60 63 40.17 30.53 50.62
manufacture

3. Other 9 929 461 1786 | 26 33.88 2214 480 2 2477 6.21 62.08| 37 25.14 16.97 35.55
Don’t know 2 7.60 132 3364 0 0.00 0.00 001 0 0.00 0.00 0.00 2 254 0.44 13.45
No answer 453  1.26 1499 | 141 019 95 0 0.00 0.00 0.00 4 237 081 6.74
Meanyeafier expiration 14 317 —_ " -a| 29 194 — -a 3 300 - 9| 46 231 — _4Q
date
Meanyefamm date of 28 4.07 = -a 30 479 - -a 5 6.50 =~ G| 63 457 ~ -a
manufacture

(continued)

ozIS JusLLysyqeIsT Aq synsey pajyblem — d xipuaddy



the Dietary Supplement [ndustry

in

Manufacturing  Practices

Survey  of

(panuuos)

PLOL UBL WUPClL  ®we [YPer <Cl'l [E8 l ECv¥e <UL vSEL ¢l 4502 9LS  LUtL Ol ON ¢
98'ES ¥I'vE SLEr 99 |EF06 C88E 00lL 6 BOYS 64'8BC €80F GE€ [0€T9 C&ST 0Tey T $8INP320Id || 10} ‘SBA '
6CPS CoEE S8EY 0L PSS €l'S T90Z ¢ y8'8Y 00t €9GY G¥ [CSV9 C6'LT €9GY  €C $§81NP9D0Id SLUOS I0J 'SBA “f
2P8MO|j0} Jou aIp sainpasoid
31 USND} SUOIDD BAHD8L0D
Aup J0 BpOUW SPIODBI BIY
l[eat st 727 ul o/
vy ViU YYU ¢ uvu VU wu U VWU WU wu 0] 85L 90 161 [4 JOMSUD ON
0L 961 6L¢ 0t 000 000 000 0 €48 er0 661 4 vLvL 9L€ 09/ 8 (¢ uoysanb o} dixg) oN 'z
€56 €1'C6 99°G6 451 [00'00L 00001 00001 TL |£866 LT16 (086 T6 [06V6 S6T8 606 S 7
spamolloy Buieqg auo seinpadoid
asay} jou} spiooal dosy pun
AlaA juswabBoupw jupid seoq
[soasioz i 7/
86 80T 89¥ Zl |LV9T 190 évY L Sl'L LL0 6£T 14 8681 09C 614 L JBMSUD ON
(8
uoi0as o} dig) PeoNPUOoD
61°9C 8S°LL v/£/LL 1E OO0 000 000 0 0s'le 85t Gl'6 L (8Yy €yl 100E e $955820.1d UOYONPOId ON ¢
€921 €vy €9/ ve - |89°9C 190 8°0% Il |808I /g€ /L0'@ 6 00¢t tev LTY vi (11°£ uoysenb o} diys) oN 2
YviLL L9719 SL0L LLL [28L6 6V'69 0016 4! £9'88 €289 6£°08 ¥é6 0S89 8L'IY ¥SSST 69 SoA |
ssessoo0.1d uononpoud

104 s8INPa20Id UBIUM 818} 81y o -

Wb mo1 % u

10 %S6

ysiH Moyl %

10 %S6

UBiH Mol 9

10 %56

Yyl moy %  u

10 %G6

(8e2 = u) jlesanp

(71 = u) abae

(P11 =u) jlewg

(014 = u) jJewg Asop

{Penuiu0oD) S|ONUOD §58201d PUD UOHONPOLd :/ UOKO8S 10} sasuodsay pajublom /- 9ap1

D-52




€5-d

Table D-7. Weighted Responses for Section 7. Production and Process Controls (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% ClI
n % Low High n % Low High n % Low  High " % Low High

7.9* [If 76 is Yes]
Do your written procedures for

production

processes include

any of the following?
1. Master production and

2.

control  records

Batch production and
control  records

Equipment use and cleaning
records, including dates of
use and product and lot
number of each batch
processed

Records that demonstrate
that automatic equipment,
including mechanical and
electronic equipment
(computers), used in the
manufacturing  process s
designed, installed, tested,
calibrated, validated,
maintained, and checked to
ensure that they are
capable of and are
performing the intended
functions

Records for reprocessing of a
product

Records to assure that
correct labels and labeling

and safe packaging
materials are used

44 66.83 4854 8Ll
59 88.93 69.17 96.6

44 7220 55.90 84,1

21 32.39 18.20 50.7;

31 46.35 29.89: 63.6

51 81.69 64.86 91.5

85 9454 88.86 97.4(

91 9799 9371 99.31

80 83.27 70.90 91 .O!

50 52.92 39.93 65.5:

11 78.05 65.91 86.7

73 80.42 68.48 88.5

12

12

1

10

10

12

100.00 100.00 100.01

100.00 100.00 100.01

91.63 57.59 98.8

83.25 51.34 95.91

79.38 44.49 94.8

100.00 100.00 1loo.c

41 85.38 77.18 90.98

62 95.01 87.60 98.09

35 80.03 71.14 86.69

81 47.93 38.14 57.88

12 67.24 57.28 75.85

36 82.19 73.50 88.47
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Table D-7. Weighted Responses for Section 7. Production and Process

Controls  (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% ClI 95% Cl 95% Cl
n % Low High n % Low High n % Low High n % Low High
7.9 [Continued]
8. Reserve samples of each 51  80.88 63.87 91.01 | 90 96.04 88.88 98.66 12 100.00 100.00 100.0¢ [ 153 91.10 83.98 95.23
batch of dietary supplement
product are retained and
stored under conditions
consistent with the product
labeling
No answer 2 191 046 7.5¢ 0 0.00 0.00 0.00 O 0.00 0.00 0.0 2 0.66 0.16 2.63
7.10 [if 7.6 is Yes]
How long are records on
production  processes  retained?
1. year(s) after expiration 14 2040 9.79 37.65| 34 3829 2645 51.711 3 2512 81 1 56.0; 51 31.24 22.73 41.24
date
2. -year(s) from date of 36 63.22 46.78 77.0¢| 42 40.49 29.03 53.1 ( 6 45.88 20.96 73.0!| 84 48.68 38.90 58.55
manufacture
3. Other 9 10.21 5.01 19.71 18 2122 1208 3456 2 2062 513 555 29 1739 1104 2631
Don’t know 0 0.00 0.00 0.0 0 0.00 0.00 o.0cC ] 8.37 112 424 ! 057 0.08 4.03
No answer 6 6.18 2.65 13.71 0 0.00 0.00 0.0 0 0.00 0.00 0,0 6 212 0,94 471
Mean vyears after expiration 14 309 -~ -a 34 222 -~ -a 3 3.00 — -a 51 246 - —a
date
Mean years from date of 36 490 - @ 42 448 — 9 6 641 -~ 0O 84 479 -
manufacture
7.11 [Iif 7.6 is NOT 3}
Does this plant-use production
and process controls that
identify the points, steps, or
stages in the manufacturing
process to prevent
adulteration?
1. Yes 48 5699 4178 709 83 7788 65.77 86.58 10  76.84 50.25 91.6 | 141  70.09 61.27 77.64
2. No (Skip to Section 8) 23 2270 1315 36.3 17 1662 8.98 2872 2 1 1.05 2.66 36.0 42  18.51 12.46 26.61
Don’t know 0 0.00 0.00 0.0 0 0.00 0.00 o.0cC 0 0.00 0.00 0.0 0 0.00 0.00 0.00
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18.88
{continued)

11.39 6.63

280 39.71| 24

12.11

2031 1004 3678] 7 549 236 1225 2

15

No answer
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Table D-7. Weighted Responses for Section 7. Production and Process Controls (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n =238)
95% CI 95% Cl 95% Cl 95% ClI
n % Low High n % Low High n % Low High n % Low High
702* [if 7.1 1 is Yes)
Does this plant’s production and
process controls have
specifications that must be met
for identity, purty, qualiy,
strength, and composition of
components, ingredients, or
dietary supplements and
packing and labelng materials?
1. Yes, for components 31 7531 61.18 8551 | 45 53.94 3999 473 10 100.00 100.00 100.J0 86 63.58 52.78 73.18
2. Yes, for ingredients 40 88.65 77.83 945¢| 67 83.07 7154 90.5 8 7558 38.28 93.92|1 15 84.22 76.40 89.80
3. Yes, for dietary supplements 35 81.80 6931 89.9:| 60 7085 56.67 8181 9 90.08 52.31 98.69 104 75.49 65.48 83.33
4. Yes, for packing and labelng 36 7932 6473 889(| 50 5849 4429 71.4 8 80.16 45.20 95.19 94 66.26 55.38 75.66
materials
5. No, none of the above | 198 0.26 13.4( 4 5.17 133 18.0 0 0.00 000 000 5 3.85 1.19 11.76
No answer ! 130 0.17 9.0« 0 0.00 0.00 001 0 0.00 0.00 0.09 1 0.39 0.05 2.78

(continued)
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Table D-8. Weighted Responses for Section 8: Warehousing

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% CI 95% ClI 95% Cl 95% ClI
n % Low  High n % Low High n % Low High| n % Low High
8.0 Does this plant or site have
warehouses to store raw
materials, in-process materials,
or finished products?
1. Yes 104 93.87 8159 98.15| 113 9968 9770 99.96 13 9551 7353 9939 [ 230 96.94 9152 90.93
2. No (Skip to Section 9) 6 613 1.85 1841 | 032 004 230 I 449 061 2647 8 306 1.07 848
8.1* Does your warehouse have
temperature or humidity
controls?
1. Temperature  controls 72 7404 61.19 8377| 72 6790 5620 77.72 8 6639 3836 8625| 152 7040 6228 7741
2. Humidity controls 13 1927 956 3503| 23 2354 1453 3579 3 2763 917 5907| 39 2195 1515 30.71
3. No temperature or humidity 32 2596 16.23 3881 41 3210 2228 43.80 5 3361 1375 6164 78 2960 2259 37.72
controls
82 Are there written procedures for
storage procedures to control
against physical, chemical, and
microbial adulteration as well as
deterioration of the product
and container8
1. Yes 47  49.70 36.07 63.37 77 66.71 54.77 76.83 11 87.30 5883 97.06| 135 6062 5185 68.74
2. No (Skip to question 8.7) 56  49.75 36.14 63.40 36 33.29 23.17 45.23 2 12.70  2.94 41.17 94 39.15 31.03 47.92
No answer 1 055 0.08 3.90 0 0.00 0.00 0.0 0 0.00 0.00 0.00 ! 023 0.03 165
(continued)
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Table D-8. Weighted Responses for Section 8. Warehousing (continued)

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

95% CI

n % Low  High

95% ClI

% Low

High

95% Cl

n % Low High

95% ClI
n %

Low High

83 [If 82 is Yes]

Does

plant management verify

and keep records that these

procedures

1. Yes
2. No (Skip to question 8.5)

No answer

are being

followed?

30 68.94 48.05 84.19
17 31.06 15.81 51.9
0 0.00 0.00 0.00

b 9
1

67 92.64 85.65 96.37

6.87 3.26
0.49 0.07

13.9
3.4]

B

4

|1 100.00 100.00 100.0
0 0.00 0.00 0.00
0 0.00 0.00 0.00

D 108 85.01 76.03 91.03
26 1470 872 23.72
1 0.28 004 2.02

84 [If 83 is Yes]
Are records made of any
corrective actions taken if
procedures are not followed?

Yes, for some procedures

2. Yes, for al procedures

3. No

1.

No answer

13 43.26 20.70 69.01
17 56.74 30.99 79.3¢
0 0.00 0.00 0.0(
0 0.00 0.00 0.0

31 38.26 2458 54.(
.10 62.4

27
7
) 2

46.44 31
11.60 4.32
3.70 0.91

27.9
13.8

07[\)@@

] 7.84
9 83.02
9.14
0.00

1.07 40.08
50.44 95.92
120 454
0.00  0.0(

o -

45 36.99 25.72 49.89
53 52.52 39.73 64.99

7 8 8.14 3.24 19.01
2 2.34 0.58 8.96

8.5% [if 82 is Yes]
Do your wiitten procedures for
warehousing include any of the
following?

1.

Procedures and

records for

fooward and backward
tracing of product

Procedures and

records for

salvaged products that

include  product
and reprocessing
appropriate
No answer

examination
as

43 94.97 86.35 98.26

23 3547 19.92 54.84

71

3 3.34 1.05 10.0

8 3

92.27 76.92

} 59 78.15 64.16 87.7

232 0.67

97.7]

|

7.7]

10 90.86 54.71 98.79

10 90.86 54.71 98.74

124 93.10 84.44 97.10

92 64.37 52.44 74.75

0 0.00 0.00 0.0

) 6 250 1.09 5.63

(continued)
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Table D-8. Weighted Responses for Section 8 Warehousing (continued)

Very Small (n =110) Small (n =114) Large (n = 14) [ Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% ClI
n % Low High n % Low High % Low High| n % Low High
8.6 [If82 is Yes]
How long are records on
warehousing retained?
1. year(s) after expiration 14 2906 1409 50.55| 27 30.66 19.55 44.58 18.28 4.43 51.90( 43 29.18 20.28 40.03
date
2. year(s) from date of 22 5013 30.12 70.1C| 25 29.71 18.42 44.16 59.21 28.92 83.82 54 38.95 28.48 50.54
manufacture
3. Other 7 1455 476 3671 | 20 32.29 19.95 47.71 13.37 1.84 5588 28 24.76 15.96 36.32
Don’t know ! 116 0.16 8.1C 0 0.00 0.00 0.00 0.00 0.00 000 1 0.40 0.06 2.85
No answer 3 511 142 16.81 5 7.35 294 17.18 9.14 121 452p 9 6.71 3.42 12.73
Meanyealfter expiration 4 197 — -9 27 229 — 400 —~ —9| 43 226 — —¢
date
Meanyefagsm date of 22 471 - 0 25 430 — -a 496 — —9 54 456 — —C
manufacture
8.7 Are there written procedures on
proper precautions to reduce the
potential for mix-ups or adulteration
or contamination of ingredients,
raw materials, or in-process
formulations (e.g., safety
controls and operating
practices or separation of
ingredients)?
1. Yes 50 4031 2851 533t 86 76.04 64.43 84.75 87.30 58.83 97.06 147 61.59 52.92 69.58
2. No (Skip to Section 9) 44 4434 31.08 5846 | 25 21.67 13.36 33.18 2 1270 294 41.17‘ 71 30.75 23.23 39.44
Not applicable 5 624 178 19.67 0 0.00 0.00 0.00‘ 0.00 0.00 0.00‘ 5 2.62 0.75 8.80
Don’t know 2 113 0.28 451 0 0.00 0.00 0.001 0.00 0.00 0.001 2 0.48 0.12 1.90
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(continued)

0.00 0.00 0.0¢ 5 456 1.65 12.00

2.29 0.57 8.7*3 0

7.98 2.23 24.8b 2

3

No answer
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Table D-8. Weighted Responses for Section 8. Warehousing (continued)

Very Small (n =110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% ClI 95% ClI
n % Low High n % Low High| n % Low High n % Low High
8.8 [If87 is Yes]
Does plant management verify
and keep records that these
procedures are being folowed?
1. Yes 41 8790 7728 93.95 77 90.73 82.13 9542 |1 1 100.00 100.00 100.00 129 90.63 84.93 94.32
2. No (Skip to Section 9) 8 1067 514 2084 9 9.27 458 1787 O 0.00 0.00 0.00| 17 8.97 5.35 14.67
No answer ! 143 0.19 984 0 0.00 0.00 0.00 O 0.00 0.00 0.0 1 0.39 0.05 2.80

8.9 [If88 is Yes]
Are records made of any
corrective actions taken if

procedures are not followed?

1. Yes, for some procedures 20 4547 27.75 6441 40 47.88 3342 6240 O 0.00 0.00 0.00 |60 43.36 32.35 55.06
2. Yes, for al procedures 14 3439 1735 56.68| 30 4199 2797 57.44 10 90.86 54.71 98.79 54 43.91 32.77 55.70
3. No 6 966 4.08 2121 7 10.13 416 2266 1 9.14 1.21 4529 14 9.93 520 18.13

No answer [ 1048 1.49 47.4¢ 0 0.00 0.00 0.00 O 0.00 0.00 0.0 1 2.80 0.37 18.09

AConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Appendix D == Weighted Results by Establishment Size
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Table D-9. Weighted Responses for Section 9. Consumer Complaints (continued)
Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cf 95% Cl 95% CI 95% Cl
n % Low High n % Low High| n % Low High n % I_ow—High
9.6* What are your procedures for
handling adverse events
associated with  consumer
complaints?
1. Incident is reported to FDA 15 1937 990 3443 17 17.24 9.69 28.Y9 5 3210 13.20 59.53 37 18.94 12.70 27.30
2. Product is tested for identity 66 6240 4841 7458 | 83 73.98 62.49 82.91 8 56.99 30.46 80.04 157 68.08 59.55 75.55
and composition |
3. Product is reformulated 19 1923 1064 3223 | 34 3449 23.93 46.84 5 34.13 1436 61561 58 27.88 20‘.79 36.28
4. Product is recaled 59 60.13 4651 7235| 75 62.60 50.43 73.36 6 41.75 19.33 68.20| 140 60.43 51.80 68.47
5. Other 34 2562 1625 3793 | 22 22.15 1342 34.29 4 34.01 1351 62.97| 60 24.27 17.67 32.37
Don’t know 2 105 0.26 414 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 045011 179
No answer 3 162 052 495 a 5.25 242 11.02 ! 449 0.61 26471 12 3.64 197 6.63
9.7 Does this plant have a recall
procedure in place?
1. Yes ' 70 6843 55.12 7927 | 91 80.16 6875 88.13| Il 7675 4588 9278| 172 7491 66.86 81.55
2. No 36 30.48 19.74 4386 17 1517 al4 2653 ! 1115 156 4975 54 2157 1530 29.52
No answer 2 110 0.27 426 6 466 192 1091 2 1211 280 39.67 10 351 180 6.76

(continued)
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Table D-9. Weighted Responses for Section 9: Consumer Complaints (continued)
Very Small (n = 110) Small (n =114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% ClI 95% ClI
n % Low High n % Low High n % Low High| n % Low High
9.8* Who evaluates reports on
consumer  complaints?
l. In-house medical personnel 16 11.10 5.98 19.68 11 10.04 450 20.92 4 2735 10.17 5559 31 114 7.22 1757
2. In-house scientific  personnel 23 23.64 1405 36.96 58 5331 4141 64.85 8 53.86 28.01 77.79 89  40.53 32,53 49.06
3. In-house quality control 70 6161 4735 74.13 93 82.84 7268 89.76 13 92.38 6053 9897 | 176 7418 6575 81.13
personnel
4. In-house regulatory affairs 15 1402 6.98 26.15 44 39.62 2872 51.67 6 3862 1742 65.23 65 2851 2140 36.88
personnel
5. Outside  contractor 12 1241 5.46 25.80 13 9.69 461 19.23 11.15 156 49.75 26 1094 644 17.98
6. Other 29 29.28 la.20 4351 21 1513  a.79 24.78 1 762 103 3947 51 2084 1464 28.79
Don’t know ! 3.52 0.48 2157 0 0.00 0.00 0.00 0 0.00 0.00 0.00 ! 152 021 10.26
No answer ! 0.55 0.08 3.86 3 192 0.52 6.90 0 0.00 0.00 0.00 4 123 0.40 3.69

“Estimated confidence interval for lower bound was

less than zero so we truncated the interval.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Appendix D = Weighted Results by Establishment Size
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Table D-10 Weighted Responses for Section 10: Your Plant (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14) |

Overall {n =238)

95% Cl 95% ClI 95% Cl 95% Cl
n % Low High [ n % Low High n % Low High n % Low High
105 (If 104 is No]
Is the water supply at this plant
potable?
1. Yes 12 5443 2221 8332 |16 88.26 68.34 96.32| 1 100.00 100.00 100.00 |29 7425 4221 9192
2. No 3 12.75 3.54 36.82 245 029 17.89| 0 0.00 0.00 0.00| 4 6.76 254 16.77
Don’t know 0 0.00 0.00 0.0C 3.33 041 2235| 0 0.00 0.00 0.00 181 0.23 1285
No answer 2 3282 719 7549 | 2 5.95 1.20 24.86( O 0.00 0.00 0.00| 4 1719 334 5552
10.6 Does your company own
plants at other locations?
1. Yes 15 2149 1145 36.68(33 2454 16.47 3491 | 10 75.76 48.32 91.26(58  25.91 19.12 34.08
2. No 90 7589 61,11 86.3Z(74 66.40 54.60 76.46| 3 19.75 6.14 48.10| 167 68.08 59.55 75.55
No answer 5 262 108 62C| 17 9.05 3.65 20.74| ! 449 0.61 26.47(13 6.02 2.88 12.14
10.7 How many employees are
currently employed at this
plant?
1. Fultme (mean response) 102 763 6.06  9.2C|103 9551 73.20 117.81 | 13 1,005.23 300.43 1.710.03 (218 105.47 58.66 152.27
2. Parttime (mean response) 56 1880 0.009 50.4f|47 1283 439 212¢| 6 53.30 15.74 90.87 (109 17.64 1.04 34.23
10.8 How many employees
employed at this plant are
working in quality control?
1. Fultme (mean response) 79 300 0.18 . 58|99 724 531 9.17| 12 88.24 25.65 150.83 {190  10.27 5.51 15.03
2. Parttime (mean response) 49 165 129  2.0;|37 3.28 052 604 5 279 0.009 6.71 |91 2.49 1.08 3.90

(continued)
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Table D-l 0 Weighted Responses for Section 10: Your Plant (continued)

Very Small (n = 110)

Small (n =114)

Large (n =14)

Overall (n = 238)

95% CI

95% ClI

n mean Low High

95% ClI

n mean Low High

n mean Low High

95% Cl

n mean Low High

10.9 For the most recent fiscal

year, provide the number of
batches of dietary supplement
product by product form.
(Mean response in batches)

a. Powder
Liquid
. Paste

. Capsule

. Tablet or caplet

- 0o o o T

Gelcap
Other
Other

= Q@

Total

87  49.71 20.79
87 45.6025.11
87 0.04 0.009
87 5557 23.25

78.63
66.09
0.09
87.89
87 53.92 5.91 101.93 ]
87 0.40 0009 1.07
87 1407 390  24.25
87 3.64 0009 912
87 222.95 13452 31 1.38

76 120.54 80.18 160.90
76  80.30 30.55 130.04
76  14.20 0.009 38.12
76 138.68 78.39 198.96
16 171.63 93.50 249.77 1

76  18.35 3.42  33.27
76  10.33 2.01 18.66
76 0.04 0009 o012

76 554.07 407.25 700.89

12 85.98 0.009 182.43
12 5.13 0.009 15.09

12 0.00 0.00  0.00
12 13.51 0009 31.19
P 170.88 39.25 302.52 1
12 2.23 0.009 6.46

12 3122 0.00”91 00
12 0.00 0.00  0.00
12 308.96 181.59 436.33

175  84.60 59.57 109.62
175  59.04 -33.33 84.75
175 6.56 0.009 17.59
175  91.20 57.49 124.91
75 1 15.45 70.79 160.10

175 8.78 1.88  15.67
175 13.42 6.28 20.56
175 1.75 0009 435

175 380.80 292.64 468.95

[continued)
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Table D-10 Weighted Responses for Section 10: Your Plant (continued)

Very Small (n = 110)

Small (n = 114)

Large (n =14)

Overall (n = 238)

95% C}

n % Low High

95% CI

% Low High n

95% ClI

% Low High

95% Cl

n % Low High

10.10 What were the gross sales

revenue for the dietary
supplement operations only at
this plant for the most recent
fiscal year?

1. Less than $500,000

2. $500,000 to just under $1
million

. $5 to just under $10 million

o N o O b~ W

. $50 to just under $100
million

. $100 to just under $500
million

o

10. $500 million or more
Don’t know

No answer

. $1 to just under $2.5 milion
. $25 to just under $5 million

. $10 to just under $20 million
. $20 to just under $50 million

47 34.1 1 23.64 44.37
20 19.64 10.62 33.44

18 23.97 13.42 39.06
9 7.94 3.39 17.49
2 0.92 0.22 3761
3 1.63 0.51 5.05
2 4.00 0.70 19.90
0 0.00 0.00 0.00

3.49 0.48 21.37

0.00 0.00 0.00
0.00 0.00 0.00

8 431 2.09 8.66

10

24
14
12

2

11

1430 8.17 23.84
2.68 1.16 6.04

1317 6.18 25.86
624 2.19 16.51
2400 1489 3631
1032 5.77 17.8C
1276  6.63 23.14
0.92 0.23 3.5¢

5.34  2.2212.27

0.00 0.00 o.oc
158 0.34 7.0¢
869 4.59 158¢

NN NN

o o

451 0.61 26.58
0.00 0.00 0.00

6.54 0.90 34.91
7.62 1.03 39.47
12.11 2.81 39.67
15.24 3.77 45.23
12.35 2.89 40.02
18.77 4.70 51.97

15.24 3.77 45.23

0.00 0.00 0.00
0.00 0.00 0.00
7.62 1.03 39.47

69 22.39 16.66 29.40
26 990 5.70 16.66

29 17.51 1 1.37 26.00
17 7.05 3.70 13.03
28 13.35 8.33 20.72
19 6.81 4.22 10.80
16 8.93 4.94 15.62
4 146 0.51 4.11

8 5.06 2.30 10.75

0 000 o0.00 0.00
081 0.18 3.66
20 673  4.20 10.61

“Estimated confidence interval for lower bound was less than zero so we truncated the interval,
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Appendix D == Weighted Results by Establishment Size
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Table D-l 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? (continued)

Very Small (continued)
It is not a manufacturing faciity. Just a sales and marketing site.
Too costy and unnecessary in our situation,
Not applicable-we don’t manufacture products.
Do not have enough information-wil set up in 2000.
We do not manufacture.
We are just a sales and marketing office.
| don’t think they are adequate for botanical identity.

it doesn’t seem necessary. We know the contents/purity of the goods we make, and have our own standards for purity and
sanitation.

Published procedures are generaly not applicable or practical for an herbal manufactuing company of our size.

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practices from us.
| was told by an FDA staff member that GMPs did not apply to our operation.

Only because | don't have a copy of publshed GMPs and didn’t know where to access this information.
Unavailable-guidelines not established.

GMP not readily available and the expense involved.

Not a manufacturer.

Manufacturing is not done at this plant but items in queston 2.3 are kept on fle by our supplier.

We employ the services of contract manufacturers for all our products. Consequently, the questions in sections 3-7 are not
applicable.

Small
| don’t manufacture anything or encapsulate anything-'m not a plant.
Distribution  only.
Limited resources.
We are strictly a distibutor and rely on our vendors to have GMPs.
We are a business office.
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Current operations have proven adequate and safe over many years. Thousands of satisfied customers with very few
complaints.

(continued)

Table D- 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs2 (continued)

Small (continued)

Not economically feasible.

Too costly to implement.

We handle 80-20% raw materials of herbs-only about 5 kinds of herbs that’s all.

In development at this time.

Dietary supplement product lines are not extensve enough to warant following a publshed GMP model.

We are not aware of publshed GMPs for importers who do not ever open drums. The producers follow published GMP.
We do not manufacture or bottle the product-Only private label and distribute.

We are not a manufacturer and this is not a plant.

We are in the process of implementng new procedures.

We follow specific procedures defined by clients and we are using our own GMP system.

We feel we have GMPs in place. They just aren’t the GMPs that someone else established, theyre are [sic] own.
Work in process. Goal to be by 6/2000.

None of the actual manufactuing done at this location.

We are not manufacturer. Our manufacturer folows China’s and/or Australia’s GMPs,
Raw ingredient supplier.

We are a distributor.
We are a farm and produce buk herbs mostly. :

Contract manufacturers-make and package our products-we repackage into point of sale displays only.
Local sanitation dept standards.

aMm



Appendix E:
Weighted Results by
Product Type




The results for each section of the survey are reported in a
separate table (e.g., Table E-l corresponds to Section 1 of
the survey). For each question response item, we provide
the number of respondents who circled that answer (n), the
proportion of respondents who circled that answer (%), and
the 95 percent confidence interval for the point estimate
(Low and High values). Where appropriate, we report the
mean response.

The totals for a question may not always sum to 100 percent
due to rounding. We have indicated with an (*) when
respondents could select more than one response.

Because of the skip patterns, the number of respondents
varies by question. We excluded from the analysis
respondents who appropriately skipped questions. For
example, respondents who answered 2 (No) to Question 2.5
were not included in the frequency for Question 2.6.
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Table E. Weighted Responses for Section 1. Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low  High n % Low High|l n % Low High
12 For your dietary supplement
operations at this plant, what is
the product type for your
primary line of business30
1. Vitamins and minerals 60 53.24 41.82 64.3; 0 0.00 0.00 0.000 O 0.00 0.00 0.00 000 000 0.0
2. Herbals and botanicals, not 16 15.70 854 27.10 i 597 0.82 32.74| 41 39.36 28.12 51.84 0.00 0.00 0.00
including  extracts
3. Herbal and botanical 21 1544 8.92 2538 2 1166 291 36.72| 41 37.19 26.96 48.71] O 000 0.00 000
extracts
4. Amino acids 1 0.35 0.05 248 3 1879 6.12 4506 O 0.00 0.00 0.00f O 0.00 000 0.00
5. Protein products 4 331 081 12.5 7 4537 23.07 69.70 0 0.00 0.00 0.00[ 0 000 000 000
6. Animal extracts 0 0.00 0.00 o.00 0 0.00 0.00 0.000 O 0.00 0.00 0.00f O 0.00 000 0.00
7. Concentrates, metabolites, 2 2,50 041 1377 0 0.00 0.00 000 O 0.00 0.00 0.00f 2 29.64 7.09 69.93
and  constituents
8. Other 3 3.01 0.64 12.92 0 000 000 000| 3 12.18 3.73 33.20 70.36 30.07 92.91
Respondent selected 9 574 287 11.1; 1821  5.81 44.56| 11 10.40 5.39 19.17 0.00 0.00 0.00
multiple  responses
Non-dietary  supplement 2 0.72 0.18 2.87 0 000 000 0.00 O 0.00 0.00 0.000 O 0.00 0.00 0.00
product
No answer 0 0.00 000 o0.00 0 0.00 0.00 0.00] 1 0.88 0.12 6.14 0 0.00 0.00 0.00

(continued)
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Table EI. Weighted Responses for Section 1: Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n =16) (n=97) (n=7)
95% ClI 95% Cl 95% ClI 95% Cl
n % Low High| n % Low High | n % Low High n % Low High
1.3* What other product types, not
including your primary line of
business, do you produce at this
plant? By produce we mean,
manufacture, repack/relabel/
encapsulate, supply  ingredients,
distribute, import, or export.
1. Vitamins and minerals 58 46.76 35.68 58.18 0 0.00 0.00 000 O 000 o000 o0 0 000 000 0.0
2. Herbals and botanicals, not 67 59.76 48.05 70.46 ‘ 569 079 31.29| 29 3758 2545 514 0 000 000 0.00
including  extracts
3. Herbal and botanical 48  40.26 29.57 51.96 5 29.87 12.62 55.6’?| 32 3292 2241 454 0 0.00 0.00 0.00
extracts
4, Amino acids 52 45.79 34.83 57.19 3 1879 612 45064 O 000 0.00 o0.01 0 000 0.00 0.00
5. Protein products 39 34.84 24.78 46.45 2 1224 295 38913 O 0.00 0.00 0.01 0 000 0.00 0.00
6. Animal extracts 22 2249 13.85 34.38 5 2987 1262 556'?| O 0.00 000 0.0 0 000 000 0.00
7. Concentrates, metabolites, 24 23.68 15.02 35.25 3 1850 587 452:5| 2 302 0.66 12.7: 0 000 000 0.00
and constituents
8. Other 3 0.95 0.30 2.96 2 1252 307 39.2:5| 2 216 051 8.6 ‘. 12.12 1.63 53.50
Non-dietary  supplement 1 6.39 3.46 11.51 4 2418 9.04 50.57 792 366 162 0 0.00 0.00 0.00
product
No other product types 10 9.08 4.15 18.74 3 21.18 6.90 4934 29 2418 1647 34.0: 6  87.88 46.50 98.37
14 Does this plant produce any
food products other than
dietary  supplements?
1. Yes 26 1951 1210 29.92 5 31.02 13.27 5694| 20 19.47 12.03 29.91 1 17.58 2.37 65.22
2. No 91 7962 69.18 87.18 11 6898 4306 86.7:3| 75 78.37 67.55 86.3 6 82.42 34.78 97.63
Don’t know 0 0.00 0.00 o.0c 0 0.00 0.00 0.00| ! 0.88 0.12 6.1: 0 0.00 0.00 0.00
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{continued)
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Table EJ. Weighted Responses for Section 1: Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (=7
95% ClI 95% ClI . 95% CI _ 95% ClI
n % Low High n % Low High n % Low High n % Low High
15 Does this plant produce any

over-the-counter (OTC) or
prescription  (RX) drugs?
1. Yes, OTC drugs 17 9.73 597 1540 2 1 1.37 291 35.46 514 1898 1758 237 65.22

10 10.13

2. Yes, Rx drmugs 0 0.00 0.00 0.013 0 0.00 0.00 0.00( O 0.00 000 0.00 0 0.00 0.00 0.0

3. Yes, OTC and Rxdrugs 15 1086 5.98 189! 3 1850 587 4525 | 0.84 0.12 586 0 0.00 000 0.00

4 No 84 7668 67.77 83.7 11 70.13 44.31 87.38| 84 86.88 77.52 92.70 6 8242 3478 97.63
Don’t know 0 0.00 0.00 0.013 0 0.00 0.00 0.00 ! 0.88 012 612 0 0.00 000 0.00
No answer 2 273 0.62 11,15 0 0.00 0.00 o.oc| ! 128 018 871 0 000 000 0.00

1.6* Is this plant a member of any of

the following trade

organizations?

1. American Herbal Products 30 1648 1115 2356;8 597 0.82 3274| 52  46.70 34.81 58.98 0 0.00 0.00 0.00
Association  {AHPA)

2. Consumer Health Products 12 8.92 448 1697 0 0.00 0.00 o.0c| 3 256 0.81 7.83 1 1758 2.37 65.22
Association (CHPA) (formerly
known as Nonprescription
Drug  Manufacturers
Association)

3. Council for Responsible 23 21.81 13.68 32.9.2 626 0.83 34.72 8 7.88 3.65 16.20 0 0.00 0.00 0.00
Nutrition  (CRN)

4. National Nutritional Foods 60 52.62 41.13 63.85 8 4808 2532 7167 | 42 4430 31.84 57.52 3 41.76 13.14 77.26
Association  (NNFA)

5. Utah Natural Products 5 212 0.83 530 0 0.00 0.00 0.00 1 2.18 0.31 13.97 0 0.00 0.00 0.00
Aliance  (UNPA)

6. Other 17 15.31 8.70 25.54 3 2061 673 4831 | 15 12.81 7.47 21.09 I 1206 1.62 53.34
Not applicable 35 2545 16.93 36.39 6 3700 17.28 6227 22 25.13 14.99 38.97 3 40.66 12.63 76.46
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 o.0c 1 0.88 0.12 6.12 0 0.00 0.00 0.00
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9he primary line of business is the lne of business that contributes to the majority of revenues-either greater than 50 percent of revenues or the
greatest of several lines such as 35 percent if all other lines contibute less.

*Total may sum to greater than 100% because respondents could select more than one answer.

Table E-2. Weighted Responses for Section 2. Good Manufacturing Practices (GMPs)

Vitamins and Minerals ]AminoslProteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97 (n=7
' 95% Cl l 95% ClI 95% Cl 95% Cl
n % Low High n % Low High n % Low Hinh n % Low  High

2.1 Does this plant follow a
published Good Manufacturing
Practices (GMPs) model for the

dietary supplement products

produced at this plant?

1. Yes 89 6758 5579 77.5C| 10 61.18 36.00 81.5. 57 5931 4623 7118 3 41.24 12.85 76.97

2. No (Skip to question 2.3) 22 28.93 1943 40.74 5 3256 14.17 58.5 32 3167 2093 448! 4 58.76 23.03 87.15
Not applicable (Skip to 4 141 0.53 3.66 ! 6.26 0.83 34.7: 3 296 091 919 0 0.00 0.00 0.00
question 2.3)
No answer 3 207 0.62 672 O 0.00 0.00 0.01 5 6.06 2.32 14910 O 0.00 0.00 0.00

2.2*% [Iif 21 is Yes]

Which of the following are your

GMPs for dietary supplement

operations patterned after?

1. FDA Food CGMPs (21 CFR 55 66.46 56.09 75.4% 7 69.29 36.69 89.7i| ‘34 5719 40.01 728101 3  100.00 100.00 100.00
Part 110)

2. Advance Notice of Proposed 28 34.87 23.31 4852 0 0.00 0.00 o001 13 2621 1328 4518] O 0.00 0.00  0.00
Rulemaking for Dietary

Supplements

3. National Nutitional Foods 23 26.75 16.52 40.26 2 19.06 480 52.3 13 3186 1647 52.56f 1 29.40 3.51 82.65
Association (NNFA) GMPs

4. FDA Drug CGMPs (21 CFR 36 37.37 25.72 50.70 4 40.94 16.67 70.6: 8 1120 540 2180fp O 0.00 0.00 0.00

Parts 210 and21 1)

5. US. Pharmacopeia (USP) 30 37.05 25.32 50.54 3  30.71 10.22 63.3 9 1592 171 30.02] O 0.00 0.00 0.00
GMPs

6. Other 5 583 197 16.03 1 10.24 1.33 49.1 11 2301 1027 4383] 1 27.99 3.30 81.58
Don’t know 0 0.00 0.00 0.09 O 0.00 0.00 0.01 ! 148 0.20 10.15 0] 0.00 0.00 0.00
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Table E-2. Weighted Responses for Section 2. Good Manufacturing Practices (GMPs) (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) h=7
95% ClI 95% ClI 95% Cl 95% Cl
n % Low High n % Low High n % Low High n % Low High
2.3* [If 21 is Noj
If not following published GMPs,
how does this plant verify the
identity, purity, and composition
of dietary supplement products
and ingredients?
1. Sanitation standard 7 224] = =9 16.13 — -a 5 1096 .- —Q 2992 ~— O
operatng  procedures
(SSOPs)
2. Other quality assurance (QA) 6 2454 — 0 1613 — —¢ 12 2908 — —¢ 2052 ~ —O
program
3. Certificate of Analysis 19 8397 w= -9 4 6304 -~ 0| 20 4749 - Q 3 7008 =~ O
4. Certificate of Identity 5 1365 ~ —9 3 4691 ~— —C 7 1667 - —@ 1 25 - —¢
5. Other 11 4407 = —Q 2 3844 - —a 11 2596 - —a 0 0.00 -~ -
Not applicable 2 221 — 9| 0 000 — -« 5 2729 ~— O 0 000 — -9
No answer 1 122 = 9| 0 000 = -9 0 000 = —© 0 000 ~— -—©
24 [if 21 is Noj
Why does this plant not follow (verbatims provided in Table E 1)
publshed GMPs?
25 Does this plant have standard
operating procedures {SOPs)?
1. Yes 102 8213 7056 89.81| 10 6032 3491 8116| 79 7810 6391 87.77 4 5882 2307 8719
2. No (Skip to Section3) 10 1149 542 2274 597 0.82 3274 | 10 1332 553 28.74 3 4118 1281 76.93
Not applicable 2 0.67 0.17 263 8.66 125 4158 3 2.96 091 9.19 0 000 0.00 0.00
Don’t know 0 0.00 0.00 o000| O 0.00 0.00 0.00] ! 0.84 0.12 586 0 0.00 0.00 0.00
No answer 4 571 183 1644 4 25.05 9.75 50.83 4 478 160 13.38 0 0.00 0.00 0.00
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Table E-2. Weighted Responses for Section 2. Good Manufactu ng Practices (GMPs) (continued)

Vitamins and Minerals

Aminos/Proteins/Animal

Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) \ (na?
95% Ci 95% ClI 95% Cl 95% ClI
n % Low High n % Low High| n %  Low High| n % Low High
2.6 [If25 is Yes]
Is there wiitten documentation
of the SOPs?
1. Yes 88 8294 70.68 90.75 a 8019 4517 9521 | 60 8039 7011 87.75 3 7012 1837 96.07
2. No 6 8.96 3.52 20.98 943 130 4520 11 1142 618 20.13 29.88 393 81.63
Don’t know 0 0.00 0.00 0.00f O 0.00 0.00 0.0 ! 112 015 778 0 000 000 0.00
No answer a 8.10 341 1801 1038 137 4921 7 707 3.26 14.66 0 000 0.00 0.0
“Confidence interval could not be estmated because there was only one observation (respondent) in a stratum for that question.

*Total may sum to greater than 100% because respondents could select more than one answer.
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Table E-3. Weighted Responses for Section 3: Personnel (continued)

Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97 (n=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low Hiah| n % Low High % Low High

37 [If 3.6 is Yes]
How long are records of
personnel  education, training,
or experience maintained?

1. Term of employment 52 6394 ~ -G 3 27123 — —@ 31 5006 — —@ 59.18 == -0

2. __. Year(s) after expiration 6 731 ~ @ ! 893 w= O 3 709 — -a 000 — -a
date

3. . Year(s) from date of 3 321 -~ 2 1830 e —C 3 1250 —~ A 000 ~ -a
manufacture

4. Other 20 2517 = O 3 2809 —a 14 2156 ~— —a 40.82 — —a
Don’t know 0 000 — -a | 893 — —@ 000 — -a 000 —
No answer | 038 == -0 | 850 ~—~ —@ 879 — —a 000 — —

Mean vyears after expiration 6 220 - @ ! 1 .00 -~ -0 3 397 -— -a — —_ —
date

Mean years from date of 3 418 - —C 2 398 m O 3 286 - G — —-_ -

manufacture

AdConfidence interval could not be estmated because there was only one observation (respondent) in a stratum for that question.

BCould not estimate because there were no respondents for that question.
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued)
Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts {n = 16) (n = 97) | (n=7
95% ClI 95% Cl 95% Cl 95% Cl
n % Low High| n % Low High| n % Low High n % Low High
43 Are there written procedures on
general maintenance and
sanitation of the buildings, fixtures,
and other physical facilities of the
plant2
1 Yes 49 80.52 64.18 90.51 6 66.49 31.36 89.61 27 6539 49.58 78.40 2 50.06 10.83 89.22
2. No 9 18.79 ' 8.94 35.30 3 3351 10.39 68.64 18 3272 20.01 48.60 2 4994 T10.78 89.17
Not applicable | 0.68 0.09 4.79 0 0.00 0.00 0.00 189 025 1285 0 0.00 0.00 0.00
4.4 Are there written procedures on
the storage and use of cleaning
and sanitizing materials?
1. Yes 44 7183 5455 84.42 4 4433 1717 75.36 24 60.28 4459 7412 2 50.06 10.83 89.22
2. No 14 2749 1501 44.87 5 55.67 24.64 82.83 21 37.83 2420 53.69 2 4994 10.78 89.17
Not applicable | 0.68 0.09 4.79 0 0.00 0.00 0.00 189 0.25 12.85 0 0.00 0.00 0.00
45 Are there written procedures on
pest control?
1. Yes 47 7830 61.17 89.20 6 67.54 33.45 89.59 27 63.97 47.84 7746 2 50.06 10.83 89.22
2. No 11 21.02 1025 38.27 3 3246 1041 66.55 18 3414 2094 50.36 2 4994 10.78 89.17
Not applicable ! 0.68 0.09 479 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 ! 189 0.25 1285 0 0.00 0.00 0.00
(continued)
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Table E-4. Weighted Responses for Section 4: Buidings and Facilties (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n = 97) h=7)
95% Ci 95% Cl 95% Cl 95% Cl
n % Low High| n % Low High] n % Low Higl n % Low  High

412 For leased facilties, who is

primarily  responsible  for genera/
maintenance and sanitation of the
buildings, fixtures, and other

physical facilities of the plant?
1. Plant management (lessee)

45 7673 56.78 89.22

6 86.02 4022 98.25

33 7859 6324 836

0 0.00 0.00 0.00

(Skip to question 4.17)

2. Facilty owner (lessor) (Skip to 8 1846 769 38.09 1398 175 59.78 12 2141 1132 367 100.00 100.00 100.00
question  4.15)
No answer ! 481 0.63 28.80 0 0.00 0.00 0.00 0 0.00 0.00 0.0 0 0.00 0.00 0.00

413 [If 412 is 1 (lessee)]

For leased facilties, are there

written procedures on general

maintenance and sanitation of the

buildings, fixtures, and other

physical facilities of the plant?

1. Yes 27 4854 32.12 65.29 1476 190 60.79 19 6591 4408 825 | -b — - —

2. No 17 5077 3411 6726 3 4801 1589 81.86 11 2798 1339 493 b — —_ —
No answer | 0.69 009 488 2 3723 947 7709|+ 3 611 175 192 | -b — — v

414 [If 412 is 1 (lessee)]

For leased facilties, are there

written procedures on the

storage and use of cleaning and

sanitizing  materials?

1. Yes 26 4797 29.87 66.62 2 37.23 9.47 77.09 17 51.10 28.66 73.1 | -b — — —

2. No 17 5041 3194 :68.7¢ 3 48.01 15.89 81.861 13 42.79 21.82 66.7 | -b — —_ -—
No answer 2 162 039 651 14.76 1.90 60.79 3 611 1.7519.2 | b e — —

(continued)
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Table E-4. Weighted Responses for Section 4. Buildings and Faciities (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) (n=7
9%5% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High n % Low High % Low  High
420 Does plant management verify
and keep records that
procedures for buildings and
faciites maintenance are being
followed?
1. Yes 31 5120 36.05 66.13 4 59.34 2371 87.27| 21 4850 30.10 67.38 O 0.00 0.00 0.00
2. No (Skip to Section 5) 20 3437 1975 5270 3 40.66 12.73 76.29| 22 47.96 29.51 66.99 1 100.00 100.00 100.00
Not applicable 0.00 0.00 0.00 0 0.00 0.00 0.00 ! 1.73 0.23 1189 O 0.00 0.00 0.00
Don’t know 0.00 0.00 0.00 0 0.00 0.00 0.00 ! 180 024 1236 O 0.00 0.00 0.00
No answer 3 1443 497 3522 0 0.00 0.00 0.00 0 000 000 009 O 0.00 0.00 0.00
421 [if 420 is Yes
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 16 57.69 38.78 74.58 2 4386 936 8554 |l 4327 1993 7004 |—P —_ - —_
2. Yes, for al procedures 5 1137 419 2735 3258 452 8313 6 3680 1336 6874 |—P — — o~
3. No 72214 9.37 4388 2356 290 76.06 3 1637 441 4536 |-—b - - _—
No answer 3 8.80 257 26.10 0 0.00 0.00 0.00 ! 3.56 044 2375 |—P — — —
dConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

PCould not estimate because there were no respondents for that question.

CIf 50% or more of the plant’s faciies are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s facilities are

leased,

the respondent completed questions 4.8 through 4.21.
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Table E5. Weighted Responses for Section 5: Equipment

Vitamins and Minerals

Aminos/Proteins/Animal Herbals and Botanicals Other
{(n=118) Extracts (n = 16) (n=97) (n=7
95% Cl 95% Cl 95% ClI 95% ClI
n % Low High| n % Low High| n % Low High n % Low High
50 Is equipment at this plant or site
used to process raw materials,
in-process materials, or finished
products?
1. "Yes 110 9292 83.08 97.23| 14 8508 5560 96.29 85 89.98 8273 94.4C 6 8242 34.78 97.63
2. No (Skip to Section 6) 8 708 277 16.92 2 1492 371 4440 12 1002 560 17.27 ! 17.58 2.37 65.22
51 Are there witten procedures on
the cleaning, sanitizing, and
maintaining of equipment and
utensils?
1. Yes 90 7548 6298 84.77 10 7157 4320 89.29 62 7169 5733 8267 50.04 15.82 84.23
2. No (Skip to question 5.4) 20 2452 1523 37.02 4 2843 1071 56.80 23 2831 1733 4267 49.96 15.77 84.18
5.2 [If 51 is Yes]
Does plant management verify
and keep records that these
procedures are being followed?
1. Yes 80 8490 7129 9272 9 9019 5360 98.65 49 7920 64.76 88.7% 2 7201 1843 96.70
2. No (Skip to question 5.4) 9 1437 672 2809 0 0.00 0.00 0.00f 12 1984 1049 3434 | 27.99 330 8157
No answer 0.73 0.10 5.10 ! 9.81 135 46.40 0.96 013 6.74 0 0.00 000 0.00

(continued)
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Table E-5. Weighted Responses for Section 5: Equipment

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
{(n=118) Extracts (n = 18) (n=97) n=7)
95% Cl 95% ClI 95% Cl 95% Cl
n %  Low High n % Low High| n % Low High | n % Low Hiah
5.3 [if 52 is Yeg]
Are records made of any
corrective actions taken if
procedures are not folowed?
1. Yes, for some procedures 30 3467 2270 48.95 4 4404 1686 7533 22 3911 2380 5691 O 0.00 0.00 0.00
2. Yes, for al procedures 37 5016 36.82 6347 3 3421 1119 6821 18 3739 2120 5700| 2  100.00 100.00 100.00
3. No 13 1518 8.24 26.28 [ 1140 146 52.86 7 1080 483 2243 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 [ 1035 144 4781 2 1270 2.42 4601 | O 0.00 0.00 0.00
5.4 Does this plant validate that
equipment, instruments, and
controls are installed correctly8
1. Yes 67 57.08 4533 68.08 11 7927 51,39 93.26 63 7418 5958 8484 | 3 57.36 2149 86.87
2. No 38 39.11 2850 5087 3 2073 6.74 4861 20 1861 11.72 2826 2 28.63 6.77 68.92
No answer 5 381 153 9.14 0 0.00 0.00 0.00 2 720 132 3111 | 14.00 183 58.68
55 Does this plant validate that
equipment, instruments, and
controls are used correctly?
LY e s 78 6559 5355 7591 10 7157 4320 89.29 67 7245 5598 84.47 7137 3108 9323
2. No 28 3154 2158 4355 4 2843 1071 56.80 17 2127 1129 3644 28.63  6.77 4892
No answer 4 287 102 781 O 0.00 0.00 0.00 1 6.28 091 3293 O 0.00 0.00 0.00
(continued)
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Table E5. Weighted Responses for Section 5: Equipment

Herbals and Botanicals Other
(n=118) Extracts (n=16) (n=97) (n=7)
95% ClI 95%Cl | 95% Cli 95% ClI
n % Low High n % Low High n % Low High % Low High
5.6 Does this plant validate the ' '

Vitamins and Minerals

Aminos/Proteins/Animal

equipment used in quality
control?  Quality control

equipment includes automatic,
mechanical, electronic, and
computer  equipment,

hardware and software.
1. Yes

including

77 6552 5307 76.16

9 6489 37.65 8498

58 68.03 5362 79.67 3 5736 21.49 86.87
2. No 28 29.18 1925 41.60 4 2843 1071 56.80 21 2073 1318 31.06 2 2863 677 6892
N o answer 5 530 180 1457 668 0.93 3529 6 1123 362 29.87 1400 183 58.68
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 18) (n=97) h=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High| n % Low High| n % Low High % Low High
6.1 Isthere a unit or person
responsible for quality control?
1. Yes 106 84.50 7291 91.70| 12 7610 50.63 90.82| 82 8681 7838 9227 7088 3042 93.13
2. No (Skip to question 6.4) 8 1029 454 21.69 2390 918 49.37 3 3.44 110 1027 1154 153 52.22
Not applicable (Skip to 3 2.96 0.62 12.89 0.00 0.00 0.0 6 512 226 1117 1758 237 65.22
guestion 6.4)
No answer ! 225 031 1471 0 0.00 0.00 0.00 6 4.64 202 1029 0.00 000 0.00
6.2 [If 6.1 is Yes]
Are there witten procedures on
the responsibilities and
procedures required of the
quality control unit/person?
1. Yes 86 8439 7375 9123 9 7216 4022 90.90 54 6743 5282 79.29 4190 10.00 82.40
2. No 15 1226 618 22871 ! 8.23 107 42621 25 2958 18.07 44.441 4181 996 8235
N o answer 5 3.35 126 8.60 2 1961 489 5363 3 299 0.94 907 1628 2.1 63.74
[continued)
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Table E-6. Weighted Responses for Section 6: Qualty Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n=97) h=7
95% ClI 95% CI 95% ClI 95% Cl
n % Low High n % Low High n % Low High % Low High
6.3" [If 6.1 is Yes]
For which of the following does
the quality control unit/person
have responsibiity and
authority?
1. Approval/rejection  of 75 70.63 58.49 80.41 9 7216 40.22 90.9C| 60 70.62 56.10 81.8°7 75.20 24.16 96.65
cleaning and maintenance
procedures
2. Approval/rejection of 88 86.60 77.24 92.4¢| 10 80.3946.3795.11| 73 91.1183.27 95.4;7 82.99 35.04 97.78
procedures, specifications,
controls, tests, and
examinations for purity,
quality, and composition
3. Approval/rejection of raw 88 . al.59 69.79 89.4; 11 88.62 5054 9834| 74 8217 6239 9274 82.99 35.04 97.78
materials
4. Approval/rejection of 83 7337 60.77 83.0¢ 11 88.62 5054 9834| 66 7529 6045 8586 100.00 100.00 100.00
packaging  materials
5. Approval/rejection  of 82 7621 6437 85.0: 11 9177 5738 9893 66 7684 62.16 87.01 58.92 la.05 90.33
labeling
6. Approval/rejection of 92 86.42 7592 927 11 9177 5738 9893 | 67 8367 73.04 90.45 83.72 36.26 97.89
finished dietary products
1. Other 6 369 156 8.4; 0 0.00 0.00 o.0c 3 304 099 893 24.80 3.35 75.84
No answer 7 541  2.44 11.5¢ 0 0.00 0.00 o.0c 2 198 048 783 0.00 0.00 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
{n=118) Extracts (n = 16) (n = 97) h=7)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low  High n % Low High| n % Low High
6.4 Does this plant require suppliers
to provide a Certificate of
Analysis?
1. Yes, from some suppliers 22 1767 1039 2842 5 2958 12.82 5455| 44 4191 30.04 54.8( 29.12 6.87 69.58
2. Yes, from al suppliers a3 70.67 5893 80.19 9 5549 3166 77.04 30 33.66 2290 46.42 41.76 13.14 77.26
3. No, do not require CofA from 3 294 061 129C ‘ 6.26 0.83 34.72( 13 10.89 6.14 18.57 0.00 0.00 0.00
any suppliers (Skip to
question 6.7)
4, Do not receve ingredients 7 527 195 1342 0 0.00 000 O0.0p 2 693 1.38 2832 1 11.54 1.53 52.22
_ (Skip to question 6.7)
Don’t know 0 0.00 0.00 o.0cC 0 0.00 0.00 o0.0p 2 172 042 680 O 0.00 0.00 0.00
No answer 3.46 0.84 13.08 866 125 4158 6 490 2.14 1080 1 17.58 2.37 65.22
6.5 [If6.4 is Yes]
Does this plant verify the
reliability of the suppliers’
Certificate of Analysis?
1. Yes 78 76.87 6509 8555 10 7225 4468 8935 50 7311 6L.11 8247 3 66.70 2515 92.28
2. No [Skip to question 6.7) 26 22.85 1420 34.65 4 2775 1065 5532 | 23 2607 16.89 3797 | 2 3330 772 7485
No answer ! 0.28 0.04 1.98 0 0.00 0.00 0.00 ! 0.82 011 574 0 0.00 0.00 0.00
[continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl 95% CI 95% ClI
n % Low High| n % Low High| n % Low High| n % Low  High
6.6* [If 6.5 is Yes]
How is reliability of the suppliers’
Certificate of Analysis verified?
1. Conduct onsite review of 39 4479 3151 5885 3 3009 9.46 63.95 18 39.07 22.89 58.08| 2 62.82 1147  95.66
suppliers’  operations
2. Perform tests in-house to 46 5450 4061 67.73 7 6991 36.05 90.54 26 5500 3692 718 O 0.00 0.00 0.00
confirm  results
3. Use offsite laboratory to 52 66.75 52.52 78.47 7 7084 38.04 90.58 37 7099 51,10 8514 | 3 100.00 100.00 100.00
confirm  results
4. Requie suppliers to conduct 32 46.77 33.45 6057 2 2037 4.88 5607| 19 4287 2547 6223 | 1 3718 434 8853
tests as part of supply
specifications
5. Standard reference materials 32  38.43 25.81 52.81 2 2037 4.88 56.07 19 3046 1801 4663| 1 2564 314 7858
6. Other 5 5.09 166 14.551 0.00 0.00 0.001 l 8.45 122 40921 0 0.00 0.00 0.00
N o answer ‘ 128 0.17 877 0.00 0.00 0.00 2 304 0.74 1167( O 0.00 0.00 0.00
6.7* Does this plant conduct tests on
any raw materials?
1. Yes, in-house 67 5390 4255 64.86 10 6118 3612 8146( 53 5206 3936 6450 3 4670 1570 8047
2. Yes, offsite 68 5691 4532 67.80 4 2447 9.29 50.63 45 4331 3123 56.23| 3 41.24 12.85 76.97
3. No (Skip to question 6.14) 16 1326 7.01 2367 2 1195 3.15 36.18 16 1935 1027 3347 | 2 2360 567 61.38
Not applicable (Skip to 2 259 0.45 1357 8.66 125 4158 4 3.40 125 8.90( 0 0.00 0.00 0.00
question 6.14)
No answer 2 3.12 0.67 J341 626 0.83 34.72 6 467 204 1037 ! 17.58 237 6522

(continued)
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Table E-6. Weighted Responses for Section 6: Qualty Control an¢ Laboratory Operations (continued)
Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (nh =97) h=7)
95% Cl 95% ClI 95% Cl 95% Cl
n % Low liiah n % Low  High n % Low High| n % Low High
6.8 [If 6.7 is Yes]
What percentage of raw
materials are sampled and
tested? (Provide average for alil
raw materials.)
% of lots (mean response) 98 6852 58.25 78.8C( 12 7781 6156 94.06 65 64.04 5127 7682| 3 36.66 0.00F 80.08
6.9* [if 6.7 is Yes]
Which of the following testing
techniques are used to confim
identity of ingredients for raw
materials?
1. Physical 88 8936 7848 9508| 10 8327 5135 9591 | 56 7174 5291 8515 2 50.76 17.66 91.14
2. Chemical 81 8547 7503 92.01 9 7549 4509 9204 | 30. 4691 3258 6177| 2 50.50 1147 8893
3. Microbiological 55 59.86 47.27 71.27 5 4203 1821 7024 28 4981 3567 6398| 2 4024 886 8234
4. Visual  (macroscopic or 66 6991 5815 79.52 9 7510 4388 9208| 57 7767 6008 88.93] 2 4950 11.07 8853
microscopic)
5. Organoleptic 52 4933 3694 6179 3 2490 792 5612 | 42 57.78 4253 7167 ! 2988 392 8164
6. No tests are conducted to ! 278 0.37 17.84 0 0.00 0.00 0.00 ‘ 122 017 8.28( O 0.00 0.00 0.00
confirm identity of
ingredients
/. Other 6 548  1.76 15.77 ! 778 108 39.36 6 674 286 1509| O 0.00 0.00 0.00
No answer 0 0.00 0.00 o.0cC 0 0.00 0.00 0.00 085 0.12 598| O 0.00 0.00 0.00
(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
{(n=118) Extracts (n = 16) (n =97 (n=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low  High n % Low High| n % Low  High % Low High
6.10* ‘[if 6.7 is Yes]
Which of the following testing
techniques are used for
detedting contamination of raw
materials?
1. Physical 69 7114 59.13 80.78| 10 8366 5183 96.06 43 5197 3720 6641| 3 80.38 29.77 97.54
2. Chemical 57 5833 45.63 70.01 7 5915 3125 8219 26 3957 2586 55.15 ! 2061  2.61. 7153
3. Microbiological 74 7189 5867 82.16 8 6732 3765 87.54 43 6888 5660 7898| 3 7012 1836 96.08
4. Visual (macroscopic or 70 7356 6175 82.74 8 6732 3765 87.54 55 7475 5762 8657 2 4950 11.07 88.53
microscopic)
5. Organoleptic 39 3947 2783 5243 l 7.78 108 39.36 39 5487 3993 6898 ! 20.61 261 7153
6. No tests are conducted to 3 3.97 091 1571 0 0.00 0.00 0.00 0 0.00 000 0.00f O 0.00 000 0.00
detect  contamination
7. Other 3 132 044 391 ! 7.78 1.08 39.36 2 237 057 931 0 0.00 0.00 0.00
No answer 107 0.15 738 0 0.00 0.00 0.00 ! 0.85 012 598( O 000 0.00 0.00
6.11 [If 6.7 is Yes]
Does this plant conduct
chemical tests to determine
potency of raw materials?
1. Yes 71 7217 5945 82.10 8 6772 3899 8732 29 3841 2594 5261 ! 29088 392 ‘81.64
2: No 26 2676 16.99 39.47 4 3228 1268 61.01 39 51.80 37.23 66.07 3 70.12 18.36 96.08
No answer 107 0.15 738 0 0.00 0.00 0.00 3 979 212 3529 O 0.00 000 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) (n=7)
95% Cl 95% Cl 95% ClI 95% Cl
n %  Low High | n % Low High n % Low High n % Low High

6.12 [If 6.7 is Yes)
For the most recent fiscal year,

approximately  what
percentage of raw materials
was rejected because of the
wrong  identity,
or potency?

% of lots (mean response)

contamination,

98 3.08 179 43

12 152 0000 312

66 430 239 6.21

4 0.21 0.00° 0.58

6.13 [If 6.12 >0}
What was the reason(s) for the
rejection? (mean response in %)

1. Microbial contamination

2. Pesticide, herbicide,
fungicide contamination

3. Other chemical
contamination

. Wrong ingredient

. Subpotency

. Superpotency

. Aflatoxin or other toxin
. Other

0 N o o &

65 34.76 24.37 45.1.
65 ' 0.84 0.00° 1.8

65 494 1.03 8.8.

65 14.03 7.60 20.4:
65 231 1 1326 3291
65 152 0.06 29
65  0.85 0.00P 2.31
65 19.93 12.23 27.6.

4777 1142 8411
724 0.00P 2111

—

7 14.48 000P 42.21

7 0.00 0.00 0.00
7 3052 2.1 1 58.92
7 0.00 0.00 0.00
7 0.00 0.00 0.00

7 0.00 0.00 0.00

48 2078 1031  31.2¢
48 3.13 0.33 5%

48 1.16 0.00° 2.65

48 25.13 13.71 36.57
48 25.86 15.84 35.88
48 214 0.00P 564
48 1.16 0.00P 268
48 2062 838 32.86

100.00 100.00 100.00
0.00 0.00 0.00

0.00 0.00 0.00

1 0.00 0.00 0.00
| 0.00 0.00 0.00
1 0.00 0.00 0.00
1 0.00 0.00 0.00
1 0.00 0.00  0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97 h=7)
95% Cl 95% Cl 95% Cl 95% Cl
% Low High n % Low High n % Low High % Low  High

6.14 Does this plant conduct tests
on any in-process materials and/or
finished products?

1
2.

‘Yes
No (Skip to question 6.21)

Not applicable (Skip to
question 6.2 1)

No answer

92 75.01 63.15 84.0:2
22 19.81 1 1.87 31.213
3 2.92 0.61 1291

225 0.31 14.7

12 75.82 49.43 90.96
4 2418 9.04 50.57
0 0.00 0.00 0.00

0 0.00 0.00 0.00

54 5406 4120 66.4(
32 3633 2443 5017
6 552 240 1215

5 409 1.67 9.6¢

58.82 23.07 87.19
23.60 5.67 61.38
0.00 0.00 0.00

1758 2.37 6522

6.15 [If 6.14 is Yes)
What percentage of in-process

materials

and/or finished

products are sampled and
tested?

In-process materials: % of

batches (mean response)

Finished products: % of batches

(mean  response)

91  55.38 43.74 67.02

91 64.52 53.18 75.8.5

12 5830 3493  81.67

12 8695 69.90 100.00°

52 60.06 45.21 749 1

52 66.02 52.70 79.3C

73112875 11746

43.22 0.00F 87.63

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Botanicals Other
{(n=118) Extracts (n = 16) (n=97) h=7)
95% Cl 95% Cl 95% Cl 95% Cl
n % Low Hinh n % Low High | n % Low High % Low High

6.16* [if 6.14 is Yes]
Which of the following testing
techniques are used to confim
identify of ingredients for in-

process
finished

1.

2
3.
4

o

materials and/or

products?
Physical
Chemical

Microbiological

Visual  (macroscopic or
microscopic)

Organoleptic

6. No tests are conducted to

confirm identity of
ingredients

. Other

No answer

70 80.95 71.76 87.67
65 72.29 59.13 82.47
34 39.51 27.59 52.84
58 62.92 49.63 74.51

40 45.30 32.69 58.54
0.33 0.05 2.33

8 7.18 2.70 17.71
116 0.16 7.95

- O © ©

o O

75.60 44.41 92.32
72.44 40.75 90.94
48.42 22.47 75.25
59.84 31.08 83.12

19.68 4.89 53.88
7.88 1.08 40.03

0.00 0.00 0.00
0.00 0.00 0.00

36 60.90 43.47 75.93
22 45.06, 30.23 60.82
18 38.63 23.80 55.92
38 68.78 53.32 80.95

32 59.17 43.47 73.21

2

3
3

3.19 0.77 12.22

555 1.68 16.78
7.15 2.03 22.25

59.76 17.68 91.13
20.61 261 71.54
40.24 8.87 82.32
70.12 18.26 96.10

50.50 11.40 88.99
0.00 0.00 0.00

29.88 3.90 81.74
0.00 0.00 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n =97 (n=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High n % Low High| n % Low High| n % Low High
6.17* [If 6.14 is Yes]
Which of the following testing
techniques are used for
detecting contamination of in-
process materials and/or
finshed  products?
1. Physical 51 5748 4478 69.2; 8 67.72 3828 87.65| 33 55.43 39.02 70.74( 2 59.76 17.68 91.13
2. Chemical 42 4527 32.82 583 7 56.68 28.62 81.02 la 29.28 17.83 44.14 50.50 ii .40 88.99
3. Microbiological 66 7412 6160 836. 6 4842 2247 7525| 32 63.42 48.94 75.83| 2 40.24 8.87 82.32
4. Visual (macroscopic or 51 59.71 4659 715 7 59.84 3l1.0a 8312 | 37 69.57 54.41 8141 3 70.12 18.26 96.10
microscopic)
5. Organoleptic 31 37.18 25.37 50.7. 1 1142 165 49.72 30 56.34 40.56 70.92| O 0.00 0.00 0.00
6. No tests are conducted to 4 3.60 1.29 9.61 ] a2 107 4283 2 319 0.77 1222 0 0.00 0.00 0.00
detect  contamination
7. Other 0 0.00 0.00 0.01 0 0.00 0.00 0.00 0 0.00 0.00 0.00] O 0.00 0.00 0.00
No answer ! 1.16 0.16 7.9. 0 0.00 0.00 0.001 4 8.77 294 23371 0 0.00 0.00 0.00
6.18 [If 6.14 is Yes]
Does this plant conduct
chemical tests to determine
potency of in-process materials
and/or finished products8
1. Yes 68 7814 6595 86.8 a 6532 3776 8539 | 27 5317 3769 6806| 2 5050 ii .40 88.99
2. No 23 2070 1224 32.8 4 3468 1461 6224 | 24 3969 2623 5491 | 2 4950 ii .01 88.60
No answer ! 116 0.16 ;7.9 0 0.00 0.00 0.00 3 715 203 2225| O 0.00 000 0.0

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal | -Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=17
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High | n % Low High n % Low High %  Low High

6.19 [If 6.14 is Yes]
For the most recent fiscal year,
approximately  what
percentage of in-process
materials and/or finished
products was rejected because
of the wrong identity,
contamination, or potency?

In-process materials: % of 71 1.57 0.54 2.59
batches (mean response)
Finished products: % of 77 3.81 0.77 6.86

batches (mean response)

9 13.899 0.000 35.2

12 9.829 0.00° 25.7:

41 137 078 1.95

46 323 0000 671

0.50 0005 1.03

0.29 000t 0.80
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620 [if 6.19 > 0]
What was the reason(s) for the
rejection?
In-Process Materials (mean

responses in %)
Microbial contamination

2. Pesticide, herbicide,

N o g M

©

fungicide contamination

Other chemical
contamination

Wrong ingredient
Subpotency
Superpotency
Formulation with missing
ingredient
Aflatoxin or other toxin
Other

34
34

34

34
34
34
34

34
34

13.72 0.000 2858
0.08 0.00° 0.23
511 0.00° 10.98
13.67 1.14 26.20
18.16 9.29  27.03
403 079  7.28
8.74 254 14.93
000 0.00 0.00
36.50 20.57 52.43)

(6]

o1 o1 o1 o1

(8]

38.24
0.00

36.67

1.85
4.63
0.00
4.72

0.00

521 7128
000 0.0(
0.00P 80.54
0.00°  4.9¢
0.00P 1241
0.00 0.00
0.00P 10.88
0.00 0.0

23
23

23
23
23

23
23

23

13.89 0.00P 33.78| 23

35.70
0.00

0.27

12.07
24.64

0.72
10.44

1.80

5.92
0.00

65.49
0.00

0.00° 0.80

0.06 24.08
6.27 43.02
0.000 2.18
0.00P 21.78

0.00° 5.5

D DN

2

14.35 0.00P 29.1 1] 2

40.82  0.00’: 100.00¢
0.00 0.00  0.00
0.00 0.00  0.00
0.00 0.00  0.00
59.18 0.00t 100.00C
0.00 0.00  0.00
0.00 000  0.00
0.00 0.00  0.00
0.00 0.00 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n =97) (n=7
95% Cl 95% Ci 95% Cl 95% Cl
% Low High| n % Low High n % Low High % Low High

6.20

©

~N o o &~

(continued)
Finished Products

(mean

responses in %)
Microbial contamination

Pesticide, herbicide,
fungicide contamination

Other chemical
contamination
Wrong  ingredient
Subpotency
Superpotency

Formulation with missing
ingredient
Aflatoxin or other toxin

Other

47 1026 2.65 17.88
47 0.25 000Pb 0.75

47 3.48 0.000 732

47 1357 455 2260
47 2199 1008 33.90
47 515 0.72 9.57
47 2.74 0.24 5.24

47 000 0.00 0.00
47 4256 2822  56.89

6  27.82 0.00° 57.31
6 0.00 0.00 0.0C

6 1462 0000 4246
6 1975 0.00P 47.65
6 9.38 0,00° 26.44
6 0.00 0.00 0.0C
6 8.08 0.96 152C

6 0.00 0.00 o.0cC
6 2035 0.00P 46.18

24 4194 1812 65.76
24 0.79 0.00° 240

24 103 0.00P 272

24 461 0.00° 1045
24 3223 979 5467
24 0.00 000" 0.00
24 0.00 0.00 0.00

24 0.00 0.00 0.00
24 19.40 2.86 35.93

0.00 0.00 0.00
0.00 0.00 0.00

0.00 0.00 0.00

100.00 100.00 100.00
0.00 0.00 0.00
0.00 0.00 0.00
0.00 0.00 0.00

0.00 0.00 0.00
0.00 0.00 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
{(n=118) Extracts (n = 16) (n = 97) (n=7)
95% Cl 9%5% Cl 9% Cl 95% Cl
n % Low High | n % Low High | n % Low High | n %  Low High
6.21* Which of the following testing |
methods are generaly used for
testing of raw materials, in-’
process materials, or finished
products?
1. Association of Analytical 56 45.23 3412 56.83 9 5521 30.9577.22| 30 33.07 22.33 4591 3 41.24 12.85 76.97
Chemists  (AOAC)
2. US. Pharmacopeia (USP) 78 6957 5815 79.00| 10 6118 36.1281.46| 24 2186 1409 323C| 1 17.58 2.37 65.22
3. Food Chemical CODEX 43 3897 2831 50.79 9 5549 3 166 77.04 8 1006 475 20.07| 1 17.58 2.37 65.22
(FCC)
4. American Chemical Society 20 1522 8.93 2473 3 1879 6.12 45.06 5 5.32 1.96 13.6%| O 0.00 0.00 0.00
(ACS)
5. In-house methods 67 5392 4230 6512 10 6358 38.22 83.12| 42 4055 29.06 53.1¢&| 1 17.58 2.37 65.22
6. Other 18 1216 6.78 20.85 3 1764 56943.18| 29 3546 2346 4961, 2 23.67 5.68 61.47
7. No testng conducted 10 8.73 389 1846 597 0.8232.74( 16 1881 983 3295 1 11.54 153 52.22
(Skip to question 6.24)
Don’t know ! 186 0.26 1207 0 0.00 0.00 0.00 0 0.00 0.00 o.oc 0.00 0.00 0.00
No answer 2 259 — —e 0 000 —~ ~-e€ 7 621 o= —€ 29.64  ww —©
6.22 {If 6.2 is 1-6]
Does your testing policy specify
the use of standard reference
materials?
1. Yes 82 69.02 5629 79.40 8 5236 28.04 75.61 44 53.10 39.52 66.23( 2 33.58 7.88 74.92
2. No (Skip to question 6.24) 17 2001 1156 32.38 6 4098 19.62 66.39 27 35.26 23.02 49.79| 2 3350 7.85 74.87
Don’t know 2 0.77 019 307 0 0.00 0.00 0.0 0 0.00 0.00 0.00| O 0.00 0.00 0.00
No answer 7 1020 4.40 2187 6.66 0.88 36.48 10 11.64 5.88 21.76| 2 32.92 7.64 74.45
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n =97 h=7
9%5% Cl 95% Cl 95% Cl 95% Cl
n % Low High|l n % Low High | n % Low High I n % Low High
6.23* ‘[If 6.22 is Yes]
What is the source of the
standard reference  materials?
1. Compendial reference 64 83.30 7150 90.85 6 75.73 37.50 94.19 18 4712 3029 64.64 59.18 8.1 1 95.97
standard
2. inchouse primary reference 39 5020 3639 6398 | 4 49,12 1896 7993 | 29 5713 38.92 7359 59.18 8.11 95.97
materials
3. In-house working reference 42 4639 33.33 5998 | 4 4912 1896 79.93| 24 49.48 32.00 67.09 59.18 8.1 1 95.97
materials
4. Other 10 797 410 1494| 0 0.00 0.00 0.0 2 4.07 101 1497| O 0.00 0.00 0.00
No answer 357 047 2242| 0 0.00 0.00 0.001 2 7.01 154 26.621 4082 403 91.89
6.24 Does your plant hold
representative  reserve  samples
of each batch manufactured?
1. Yes 95 7741 6574 8595 13 8208 5592 9430 68 70.15 56.97 80.66 41.76 13.14 77.26
2. No (Skip to question 6.26) 14 1435 757 2553 1792 5.70 44.08 18 2024 1106 34.12 40.66 12.63 76.46
Not applicable (Skip to 3 2.92 061 1291 0 0.00 0.00 0.0 5 468 183 11.2C 0.00 0.00 0.00
question  6.26)
No answer 6 532 194 1375 O 0.00 0.00 0.0 6 493 2.17 10.84 17.58 2.37 65.22

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n =16} (n=97) (n=7)
95% Cl 95% Cl 95% ClI 95% Cl
n % Low High | n % Low Hinh | n % Low High| n % Low High
6.25 [If 6.24 is Yes)
How long do you hold
representative  reserve  samples?
1. year(s) after expiration 42 4576 3329 5879 2 1456 3.50 44.4:5| 19 22.84 14.00 34.98| 2 70.97 17.69 96.53
date
2. -year(s)from date of 42 423 30.34 5524 | 8 62.55 34.82 8393 36 59.47 45.16 72.33| | 29.03 3.47 82.31
manufacture
: 3. Other’ 9 7.9 3.24 18.01 2 1526 3.70 4574 10 13.48 6.81 24.93| 0 0.00 0.00 0.00
:; Don’t know 0 0.00 0.00 0.0C| o0 0.00 0.00 0.00 ! 183 0.25 12.19( O 0.00 0.00 0.00
" No answer 2 4.03 0.85 1706| ! 763 100 4041 2 240 059 9.28| 0 0.00 0.00 0.00
Mean years after expiration 42 199 140 259 2 3.86 0.00° 805| 19 198 152 244 2 466 0.00t 10.81
date
Mean years from date of 42 452 381 522 8 3.70 244 496 36 4.04 3.40 4.68| | 600 600 6.00
manufacture
6.26 Are there written procedures
for laboratory operations?
1. Yes 71 5267 4169 6341| 9 5492 30.74 76.98| 40 42.70 30.98 55.29( 2 29.70 7.11 69.99
2. No [Skip to question 6.31) 11 1166 570 2235| 3 1792 570 4408 17 14.11 867 22.14| 0 0.00 0.00 0.00
3. Do not have laboratory 31 3128 2142 4319| 3 2090 6.80 4890| 34 37.82 25.83 5151 | 4 52.72 19.26 83.91
operations (Skip to Section 7)
Don’t know 0 0.00 0.00 _;0.0C 0 0.00 0.00 0.0 ! 128 0.18 871| O 0.00 0.00 0.00
No answer 5 4.39 138 13.04 1 6.26 0.83 34.7; 5 4.09 167 9.68| ! 17.58 2.37 65.22
- (continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Eotanicals Other
(n-118) Extracts (n = 18) (n =97) (n=7)
95% Cl 95% Cl 95% Cl 95% ClI
n % Low High| n % Low High n % Low High| n % Low High
6.27 [If6.26 is Yes]
Does plant management verify
and keep records that these
procedures arebeing folowed?
1. Yes 67 9408 8491 97.82| 7 77.72 4058 94.69 33 78.82 59.24 90.50| 2 100.00 100.00 100.00
2. No (Skip to question 6:29) 3 427 132 1292 2228 531 59.42 6 16.07 6.57 34.27| O 0.00  0.00 0.00
No answer ‘ 1.65 0.22 1113 0 0.00 0.00 0.00 ! 5.11 0.71 28.77| O 0.00  0.00 0.00
6.28 (If 6.27 is Yes]
Are records made of any
corrective actions taken if
procedures are not folowed?
1. Yes, for some procedures 25 3614 2279 52.05 55.99 21.28 85.69 18 62.43 43.67 78.08 1 59.18 8.06 96.00
2. Yes, for al procedures 36 56.18 40.82 70.44 44.01 14.31 78.72 11 27.34 1449 4553| 1 40.82 400 91.94
3. No 6 7.67 3.26 17.03) O 0.00 0.00 0.00 4 10.23 3.62 2571 O 0.00 0.00 0.00

(continued)
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€Confidence interval could not be estmated because of matrix conformabiity error.

fCould not estmate because there were no respondents for that question.

*Total may sum to greater than 100% because respondents could select more than one answer.

Table E-7. Weighted Responses for Section 7: Production and Process Controls

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (nh = 97) (n=7
95% Cl 95% Cl 95% Cl 95% ClI
n % Low High n % Low  High n % Low High| n % Low  High
71 Are there written procedures for
receipt of dietary supplement
ingredients?
1. Yes 88 7437 6279 83.30 8 4923 2641 7238 55 6031 4741 7192 | | 17.58 237 6522
2. No (Skip to question 7.6) 11 1040 485 2091 | 4 2361 896 4925 20 1611 1010 2470 | 2  29.12 6.87  69.58
3. Do not receive dietary 16 1178 621 2119| 3 1850 587 4525 17 1953 1046 3351 3 373 1120 7099
supplement ingredients  (Skip
to question 7.6)
No answer 3 3.46 0.84 1308 ! 8.66 125 4158 5 406 164 9.68 17.58 237 6522
7.2 [If 7.1 is Yes)
Does plant management verify
and keep records that these
procedures are being followed?
1. Yes 75 8356 7039 9157 | 8 100.00 10000 10000 46 8282 6798 91.63| ! 100.00 100.00 100.00
2. No (Skip to question 7.4) 13 1644 8.43 2961| O 0.00 0.00 0.00 8 1356 630 2680 | O 0.00 0.00 0.00
v No answer 0 0.00 0.00 0.00] O 0.00 0.00 0.0 ‘ 3.62 050 2178| 0 0.00 0.00 0.00
7.3 [If 7.2 is Yes)
Are records made of any
corrective actions taken if
procedures are not followed?
1. Yes, for some procedures 34 4379 30.10 5850 | 3 36.99 1160 7242 23 4139 2527 5960 | 1 10000 100.00 100.00
2. Yes, for al procedures 31 4378 3025 5830( 4 5029 1912 8124 12 2756 1331 4852 | 0 0.00  0.00 0.00
3. No 10 1243 6.24 2322 | | 1272 157 57.05 10 1974 964 3620| O 0.00  0.00 0.00

Ly 3
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0.00

0.00
(continued)

170 48.49] 0 0.00

000 000 1 1131

0.00

000 000 000| 0

0

No answer
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Table E-7, Weighted Responses for

Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 16) (n=97) (n=7)
95% CI 95% Cl 95% CI 95% Cl
% Low High| n % Low High n % L ow Hiah % Low High

7.4% [If 7.1 is Yes]

Do your written procedures for
receipt of dietary supplement
ingredients include any of the

following?

1. Witten acceptance criteria
for dietary supplement
ingredients developed by a

competent

2. Certificate of
specifications

3. Representative
authenticated
reference held
environmentally
repository  for

individual

Analysis

sample and

plant

in an
appropriate

each receiing

and production lot/batch

Records linking the
Certificate of Analysis to the
identty of the unprocessed
raw material and to the
finshed  product

. Records to trace and verify

compliance with laws on
harvest of widcrafted
botanicals

Audit records concerning the

. reliability of supplier

Certificate of Analysis

. Records for source of animal

derived materials or products

70 7347 5938 839

84 9755 9268 992

55 6059 4685 728

70 81.39 69.11 89.5

5 7.65 2.59 20.5.

30 37.73 26.01 51.0

17 21.31 12.24 34.4

7 87.87 47.89 98.28

6 75.15 36.88 93.99

3 36.99 11.71 72.2C

3 37.57 11.99 72.67

0 000 000 o0.0C

4 50.29 19.29 81.07

5 61.84 26.97 87.67

38

42

26

72.61 57.42 83.9C

80.14 66.46 89.1¢

50.76 3423 67.1%

40 76.93 62.50 86.97

14 19.15 11.07 31.0¢

14 27.53 14.45 46.06

7.74 1.11 38.4%

0.00 0.00 0.00

100.00 100.00 100.00

100.00 100.00 100.00

100.00 100.00 100.00

0.00 0.00 0.00

100.00 100.00 100.00

0.00 0.00 0.0
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97 (h=7
95% Cl 95% Cl 95% Cl 95% Cl
n % Low High| n % Low High| n %  Low High | n % Low  High
7.4 [Continued]

8. Records for fish and fishery 0.47 0.07 33, 1213 172 5211 212 028 141 ]| 0 0.00 0.00 0.00
demonstrating that FDA fish
and fishery products HACCP
regulations are folowed

9. Records for raw materials to 50 5375 40.46 66.5 3 3699 1171 7220| 26 5241 3585 68.4. | 0 0.00 000 0.00
assure segregation of raw, in-
process, and finished
product and protection
against adulteration
No answer 0 0.00 000 0010 000 000 000 1 362 050 2170| O 0.00 0.00 0.00

75 (If7.1 s Yes]

How long are records on receipt

of dietary supplement

ingredients  retained?

L year(s) after expiration 28 32.25 2126 456 | 2 2427 582 6246| 15 2135 1217 347: | 1 100.00 100.00 100.00
date

2. year(s) from date of 33 3445 2319 4111 5 63.01 27.80 88.29 25 5594 4033 70.4¢| 0 0.00 0.00 0.00
manufacture _

3. Other 25 29.10 1844 42.7( ! 1272 1.60 56.59 11 1491 8.04 2595 | O 0.00 ‘0.00 0.00
Don’t know 3.03 041 193(| o0 0.00 0.00 0.00 ! 139 019 961| O 0.00 0.00 0.00
No answer 1.17 0.16 804 | O 0.00 0.00 0.00 3 641 179 204(| 0 0.00 0.00 0.00
Mean years after expiration 28 236 — —Q 2 290 - 0 15 213 — —9 || 100 — —~a
date
Mean years from date of 33 432 == @ 5 500 -~ =9 25 498 e -0 | -b — —— —
manufacture

(continued)
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Table E-7. Weighted Responses for

Section 7. Production and Process Controls (continued)

Vitamins and Minerals
(n= 118)

Aminos/Proteins/Animal
Extracts (n = 16)

Herbals and Botanicals

(n=97)

Other
in="7

95% Cl
n %

Low High

95% Cl

n % Low High

95% Cl

% Low High

95% Cl

% Low High

7.9 [If 76 is Yes]
Do your written procedures for

production

processes include

any of the following?

1.

Master production and
control  records

Batch production and
control  records

Equipment use and cleaning
records, including dates of
use and product and lot
number of each batch
processed

Records that demonstrate
that automatic equipment,
including mechanical and
electronic equipment
(computers), used in the
manufacturing process s
designed, installed, tested,
calibrated, validated,
maintained, and checked to
ensure that they are
capable of and are
performing the intended
functions

Records for reprocessing of a
product

Records to assure that
correct labels and labeling
and safe packaging
materials are used

83 90.02 77.22 96.01

88 95.66 82.56 99.0¢

77 81.59 68.84 89.9C

46 49.03 36.39 61.75

66  71.65 58.2] 82.05

80 87.61 76.42 93.9;

7 69.77 36.37 90.31
10 100.00 100.00 100.00

9 89.76 50.65 98.68

5 5024 2191 7842

9 89.76 50.65 98.68)

9 89.76 50.65 98.68

50

61

47

28

36

45

77.65 65.27 86.53

92.43 83.79 96.65

74.98 63.17 83.97

43.67 29.44 59.03

54.31 39.20 68.67

67.35 51.09 80.29

29.40 352 82.63

100.00 100.00 100.00

720 1 1844 96.70

72.01 18.44  96.70

29.40 352 8263

72.01 18.44  96.70
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 16) (= 97) (h=7)
95% Cl 95% Cl 95% Cl 95% Cl
n %  Low High | n % Low High | n % Low High| n % Low  High
76 Are there written procedures for
production  processes?
‘1. Yes 91 7209 6029 8147 | 10 61.18 36.12 8146 67 6871 5543 7949 | 3 41.24 1285  76.97
2. No (Skip to question 7.11) 7 465 158 129C| 4 2390 918 4937| 12 1162 634 2034 | 1758 237 6522
3. No production processes 15 1910 1099 31.1C 626 0.83 3472| 13 1558 728 3027 | 2 2360 567 6138
conducted (Skip to Section
8)
No answer 5 4.16 1.26 128§ 8.66 125 4158 5 409 167 968| 1 1758 237 6522
7.7 [If 76 is Yes]
Does plantmanagement verify
and keep records that these
procedures are being followed?
1. Yes 90 98.79 91.74 99.83 | 10 100.00 100.00 100.q0 57 87.48 77.69 93.35 2 72.01 18.44 96.70
2. No (Skip to question 7.9) ! 121 0.17 82| O 0.00 0.00 0.00 8 10.01 492 19.32|1 27.99 3.30 81.56
No answer 0 0.00 0.00 o.oc| O 0.00 0.00 0.00 2 250 0.60 9.82( O 0.00 0.00 0.00
78 [If 7.7 is Yes]
Are records made of any
corective actions taken if
procedures are not followed?
1. Yes, forsome procedures 36 4036 2839 53.6° 3 28.83 947 61.06 |31 58.04 4 172 7279 O 0.00 0.00 0.00
2. Yes, foral procedures 42 4792 3562 60.4¢ 6 60.94 30.04 85.00 16 26.75 1547 42.15 2 100.00 100.00 100.00
3. No 12 1171 6.20 210 1024 132 4938) 10 1521 777 2765 0  0.00 0.00  0.00

(continued)
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7. Records to permit tracking
the history of the
manufacturing process

87

94.98 82.87 98.66

9 90.71 55.66 98.70( 57

86.70 75.79 93.1

2

72.01

18.44 96.70

. (continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n = 97) h=7
95% Cl 95% Cl 95% Cl 95% Cl
% Low High | n % Low High n % Low High n % Low High
7.9 [Continued]
8. Reserve samples of each 87 9398 81.78 9819 | 10 100.00 10000 100.00| 54 8317 7201 9048 | 2 72.01 18.44 96.70
batch of dietary supplement .
‘product are retained and
stored under conditions
consistent with the product
labeling
No answer 0 0.00 0.00 oo0c| 0O 0.00 0.00 0.00 2 2.50 0.60 9.82| O 0.00 0.00 0.00
7.10 [Iif 7.6 is Yes]
How long are records on
production  processes  retained?
1. _year(s) after expiration 32 3582 2438 49.12 2 19.53 470 54.45 16 20.23 11.80 32.47|( ! 42.62 6.20 89.29
date
2. year(s) from date of 39 4266 30.42 5587 6 60.00 28.78 84.77| 38 63.86 50.02 75.72| ! 29.40 3.52 82.63
manufacture
3. Other 18 1999 1146 3254 2 2047 494 5605 '+ 8 9.68 478 1862| ! 27.99 3.30 81.56
Don’t know 0.82 011 578 0 0.00 0.00 0.00 0 0.00 0.00 0.00 O 0.00 0.00 0.00
No answer 071 0.10 49| o 0.00 0.00 0.00 5 623 254 1449| 0 0.00 0.00 0.00
. Mean years after expiration 32 236 - —C 2 290 — —a 16 3.00 =~ @ ! ] .00 -~ —Q
date
Meanyefassm date of 39 442 . —Q 6 500 — —a 38 540 - —Q 600 — -a
manufacture

(continued)
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Survey of Manufacturing Practices in the Dietary Supplement Industry
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 16) (n=97) (n=7)
9% Cl 95% Cl 95% ClI 95% Cl
n % Low High| n % Low High n % Low High n % Low High
7.13* [If 7.1 1is Yes] ' :
Does this plant conduct tests to
monitor the production and in-
process control points, steps, or
stages to ensure the identity,
purity, quality, strength, and
compositon  of components,
ingredients, or dietary
supplements?
1. Yes, for components 41 4587 3255 59.80 5 51.18 2327 783 20 34.97 22.30 50.19 | 25.64 3.07 78.99
2. Yes, for ingredients 50 6122 47.06 7370 7 69.77 36.12 90.41 33 59.63 4153 7544 2 62.82 12.03 95.43
3. Yes, for dietary supplements 53 6483 5035 77.01 6 6047 2932 84.9. 28 55.45 39.00 70.79 2 62.82 12.03 95.43
4. No, none of the above 14 2080 1137 3497 | | 976 139 453 7, 1342 6.17 26.76 O 0.00 0.00 0.00
No answer 0 000 0.00 0.00{ O 0.00 000 001 1.76 024 1194 O 0.00 0.00 0.00

AConfidence interval could not be estmated because there was only one observation (respondent) in a stratum for that question.

BCould not estimate because there were no respondents for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Table E-8. Weighted Responses for

Section 8 Warehousing

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 18) (n=97) (n=7)
95% CI 95% ClI 95% ClI 95% CI
n % Low High| n % Low High n %  Low High n % Low High

8.0 Does this plant or site have
warehouses to store raw
materials, in-process  materials,
or finished products?

1. Yes
2. No (Skip to Section 9)

116 97.41 86.43
259 0.45

99.551 16 100.00 100.00 100.00
1357 0 0.00 0.00 0.00

N

92 9591 90.32 98.331 6
5 409 167 96§ 1

88.46 47.78 98.47
11.54 1.53 52.22

8.1* Does your warehouse have
temperature or humidity
controls?

1. Temperature  controls

2. Humidity ~ controls

3. No temperature or humidity
controls

82.17 39.40 1880 64.60
39491 0 0.00 0.00 0.00
3785 | 10 6060 3540 8120

82 7334 6215
25 2733 1781
34 2666 17.83

61 68.84 56.27 79.14
14 131 1 7.37 2226 O
31 31.16 20.86 43.73

53.45 17.91 85.80
0.00 0.00 0.00
46.55 14.20 82.09

82 Are there witten procedures for
storage procedures to control
against physical, chemical, and
microbial adulteration as well as
deterioration of the product
and container?

1. Yes
2. No (Skip to question 8.7)
N o answer

75 6390 51.97
41 3610 25.68
0 0.00 0.00

7432 7 4240 21.01 67.06
48.03 5760 3294 7899
0.00] 0 0.00 0.00 0.00

51 56.88 43.57 69.26
40 4224 29.95 55.58| 4
0.88 0.12 6.1 1

o

3358 7.92 7482
66.42 2518 92.08
000 000 0.0

(continued)

A



6G-3

Table E-8. Weighted Responses for Section 8. Warehousing (continued)
Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n-118) \ Extracts (n = 16) (h = 97) (h=7)
95% Cl 95% Cl 9%% C | 95% Cl
n % Low Highh n % Low High n % Low Highh n % Low  High
8.3 [If82 is Yes]
Does plant management verify
and keep records that these
procedures are being followed?
1. Yes 65 87.93 7433 94.82 100.00 100.00 100.0¢ 34 74.35 59.84 84.94( 2 100.00 100.00 100.00
2. No (Skip to question 8.5) 10 1207 518 2567 O 0.00 0.00 0.0 16 2451 14.24 38.84| 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0.00 0.00 0.00 ‘ 113 015 796 |0 0.00 0.00 0.00
8.4 [If83 is Yes]
Are records made of any
corective actions taken if
procedures are not followed?
1. Yes, for some procedures 24 3293 20.10 4893 | 3 4160 1344 7657 17 48.84 27.43 70.69| 1 59.18 8.06 96.00
2. Yes, for al procedures 36 5805 4212 7246 | 4 5840 2343  86.56 12 33.54 15.83 57.52(1 40.82 4.00 91.94
3. No 4 743 211 2303 0 0.00 0.00 0.0C 4 1224 392 3227|0 0.00 0.00 0.00
No answer ! 159 0.22 1079 0 0.00 0.00 0.0C ‘ 5.38 0.74 30.34| 0 0.00 0.00 0.00
8.5* [If 82 is Yes]
Do your written procedures for
warehousing include any of the
following?
1. Procedures and records for 68 9218 7958 9727 | 7 100.00 10000 100.00 47 94.65 85.85 98.10/ 2  100.00 100.00 100.00
fooward and backward
tracing of product
2. Procedures and records for 55 6653 5093 7920 5 7317 3621 9291 31 58.1 1 3942 74.73| 1 40.82 4.03 91.89
salvaged products that
include product examination
and reprocessing as
appropriate
No answer 3 203 0.62 649 O 0.00 0.00 0.00 3 422 129 1295| 0 0.00 000 0.00
(continued)
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Table E-8. Weighted Responses for Section 8: Warehousing (continued)

Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Botanicals Other
{(n=118) Extracts (n = 16) (n = 97) h=7)
95% Cl 9%5% Cl 95% Cl 95% Cl
n % Low High n % Low Highl n % Low Higt | n % Low High
8.6 [If82 is Yes]
How long are records on
warehousing retained?
1. _ _ _year(s) after expiration 25 30.95 1959 45.2C 1341 184 56.13 15 2313 1307 37.5 | 2 100.00 100.00 100.00
date
2. -year(s) from date of 24 3063 1880 4574 | 4 57.05 21.70 86.42 26 6221 4654 756 [ O 0.00 0.00 0.00
manufacture
3. Other 20 30.47 1863 4564| 2 2954 721 69.35 6 8.84 38 189 |0 0.00 0.00 0.00
Don’t know 0 0.00 0.00 o.oc| 0 0.00 0.00 0.00 ! 161 022 11010 0.00 0.00 0.00
No answer 6 794 3.66 16.37 0 0.00 0.00 0.00 3 422 129 129 (O 0.00 0.00 0.00
Meanyealfter expiration 25 2.03  ww~ —da 5.00 - -a 15 315 e —a {2 1 .00 — -a@
date
Meanyefam date of 24 400 -~ -a 4 552 — 0 26 524 — —O |_b — —_—
manufacture
8.7 Are there wrtten procedures on
proper precautions to reduce the
potential for mix-ups or adulteration
or contamination of ingredients,
raw materials, or in-process
formulations (e.g., safety
controls and operating
practices or separation of
ingredients)?
1. Yes 82 6351 5173 73.88( 9 54.92 30.73 76.98 54 59.59 46.1 1 71.7 | 2 33.58 7.92 74.82
2. No [Skip to Section 9) 28 27.42 1798 39.43| 6 36.42 1687 6178 33 3595 2421 496. | 4 66.42 2518 92.08
Not applicable 2 266 0.46 139C| ! 8.66 125 4159 2 179 043 7.0 0 0.00 0.00 0.00
Don’t know 0 0.00 0.00 o.0c| O 0.00 0.00 0.00 2 179 043 710 |0 0.00 0.00 0.00
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No answer

641 219 17.:#9 0 000 0.0 0.04) 1

0.88 0.12 6.1 1

0

0.00 0.00 0.00

(continued)
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Table E-8. Weighted Responses for Section 8. Warehousing (continued)
Vitamins and Minerals Aminos/Proteins/Animal | Herbals and Botanicals Other
(n-118) Extracts (n = 16) (n =97) n=7)
95% Cl 95% ClI 95% ClI 95% Cl
n % Low High| n % Low High| n % Low High| n % Low High
8.8 [If87 is Yes]
Does plant management verify
and keep records that these
procedures are being folowed?
1. Yes 75 9320 85.60 9693 | 8 89.12 51.06 9847 | 44 83.52 6969 9179 ( 2 100.00 100.00 100.00
2. No (Skip to Section 9) 7 6.80 3.07 1440| | 1088 153 4894 9 1494 711 2872 | 0 0.00 000 0.00
No answer 0 0.00 0.00 0.00{ O 0.00 0.00 0.00 | 154 021 1052| O 0.00 000 0.0
8.9 [if 88 is Yes]
Are records made of any
corrective actions taken if
procedures are not folowed?
1. Yes, for some procedures 31 4254 2884 5749 | 4 4882 1887 7965 | 24 4429 2708 63.00| ! 59.18 8.10 95.97
2. Yes, for al procedures 38 4914 35.04 6339 3 38.38 1247 7315 12 2903 1422 5025 | ! 40.82 4.03 91.90
3. No 6 831 3.20 19.90| ! 1279 162 56.68 7 1484 634 309 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00{ O 0.00 0.00 0.00 1183 178 4983 0 0.00 0.00 0.00

“Confidence interval could not be estmated because there was only one observation (respondent)

PCould not estimate because there were no respondents for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.

in a stratum for that question.
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Appendix E — Weighted Results by Product Type
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals | Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cl 95% ClI 95% ClI 95% Cl
n % Low High [ n % Low High n % Low High | n % Low High
9.4* [If 9.1 is Yes]

Do your written procedures for

handling consumer complaints

include any of the following?

L. Procedures for handing all 83 9734 9114 9924 8 7991 4434 9520| 47 9415 8475 979C| 3 100.00 100.00 100.00
written and oral complaints

2. Records conceming the 75 8317 69.03 91.464 10 100.00 100.00 100.00 43 79.72 56.08 9237 | 2 720 1 18.40 96.71
handling of complaints
including any investigations,
investigaton findings, and
follow-up action taken

3. Procedures for requiring 15 1682 9.07 29.0;7 | 934 129 4472 5 922 332 2309| 0 0.00  0.00 0.00
reporting of serious adverse
events to FDA MEDWATCH
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 000 145 019 10.01 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 145 019 10.01 0.00 0.00 0.00

9.5 [If9.1 is Yes]

How long are records on

consumer  complaints  retained

at the plant or corporate

headquarters?

. _ _years) after expiraton 31 3704 2506 508;7| 2 1962 470 5470 | 14 2905 1429 5015 | | 4262  6.19 89.32
date

2: year(s) from date of 23 2848 17.65 425:2 6 59.81 2888 8451 18 3558 20.85 53.65 | ! 29.40 3.51 82.67
manufacture

3. Other 30 3066 20.14 43.613 2 2057 5.02 55.94| 14 28.08 13.72 48.94| | 27.99 3.29 81.60
Don’t know ! 302 041 19.21 0 0.00 0.00 0.00 2 289 0.70 11.18| 0 0.00 0.00 0.00
No answer l 080 011 56’ 0 0.00 0.00 0.00 3 440 1.35 1344 0 0.00 0.00 0.00
Meanyealfter expiration 31 195 138 2.5 2 195 053 3.38 14 3.04 163 4.45| | 1 .00 loo 1.0

date
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Mean years from date of
manufacture

23

451 3.89 5.14

6 4.51

3.09

5.92

18

3.97 3.24 4.69

1

6.00

6.00 6.00

[continued)
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n =16) (n=97) (n=7)
95% ClI 95% ClI 95% ClI 95% Cl
n % Low High| n % Low High n % Low High| n %  Low High
9.6* What are your procedures for '

handing adverse events
associated with  consumer
complaints?
L. Incident is reported to FDA 22 2060 1249 3204 3 1850 587 4525| 12 1623 761 3131| O 0.00 0.00 0.00
2. Product is tested for identity 86 7309 6139 8227 11 6927 4337 8690| 58 5853 4534 7059 ( 2 23.67 5.68 61.47

and composition
3. Product is reformulated 36 3209 2260 4332 ! 626 0.83 34.72 21 2254 1292 36.32 0 0.00 0.00 0.00
4. Product is recaled 68 59.29 4759 70.03 12 7524 4875 90.66 58 6336 5157 7374 2 29.70 7.1 1 69.99
5. Other 28 2372 1514 3514 6 39.11 1844 6459 22 2092 1339 3117 | 4 58.76 23.02 87.16

Don’t know ! 0.34 0.05 237 0 0.00 0.00 0.00 ‘. 0.85 012 591 0 0.00 0.00 0.00

No answer 2 147 0.36 5.86 ! 626 083 3472 9 899 443 1741 0 0.00 0.00 0.00

9.7 Does this plant have a recall

procedure in place?
. Yes 95 80.84 69.74 88.53 15 9374 6528 99.17 59 59.64 4642 7160 | 3 41.24 12.84 76.98
2. No 18 1647 9.27 2757 ! 626 0.83 3472 | 31 3399 2271 4743 | 4 58.76 23.02 87.16

No answer’ 4 269 096 731 0 0.00 0.00 0.00 6 637 263 1463 0 0.00 0.00 0.00

(continued)
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Only because | don’t have a copy of publshed GMPs and didn’t know where to access this information.

Table E- 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs2 (continued)

(continued)

Herbals and Botanicals (continued)
Unavailable-guidelines not established.
GMP not readily available and the expense involved.
We are not a manufacturer and this is not a plant.
We are in the process of implementing new procedures.
We follow specific procedures defined by clents and we are using our own GMP system.
We feel we have GMPs in place. They just aren’t the GMPs that someone else established, they’re are (sic] own,
Work in, process. Goal to be by 6/2000.
None of the actual manufactuing done at this location.
We are not manufacturer. Our manufacturer follows China’s and/or Australia’s GMPs.
Raw ingredient supplier.
We are a distributor.
We are a farm and produce bulk herbs mostly.
Contract manufacturers-make and package our products-we repackage into point of sale displays only.

Other
Not a manufacturer.
Manufacturing is not done at this plant but items in question 2.3 are kept on fie by our supplier.

We employ the services of contract manufacturers for all our products. Consequently, the questions in sections 3-7 are not
applicable.

local sanitaton dept standards.
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n =16) (n=97) h=7
95% Cl 95% ClI 95% ClI 95% ClI
n %  Low High| n % Low High| n %  Low High % Low High
9.8* Who evaluates reports on
consumer  complaints?
. In-house medical personnel 14 1111  5.75 2040 ! 5.69 0.79 31.30| 14 1 1.69 6.87 19.2p 2 29.64 7.09 69.94
2. In-house scientific  personnel 56 46.04 35.04 57.44 6 36.42 16.87 61.78| 25 28.03 17.95 40.9% 29.70 7.1 1 69.99
3. In-house quality control 9 7867 66.87 87.07 12 73.13 46.05 89.67| 65 65.39 51.92 76.7f 41.76 13.14 77.26
personnel
4. In-house regulatory affairs 41 33.45 23.57 45.02 6 36.71 17.00 62.16( 17 16.06 9.60 2563 1 12.12 1.63 53.50
personnel
5. Outside contractor 13 119 -a —@ 0 000 —©@ -« 11 922 —G@ _4a| 2 23.60 —9 _Q
6. Other 22 1846 1093 2947 4 2658 10.26 53.41 21 23.21 1350 36.98 4 58.76 23.02 87.16
Don’t know ! 226 031 1475 0 0.00 0.00 0.00 0- 0.00 000 0009 O 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 4 460 150 1319 O 0.00 0.00 0.00

AConfidence interval could not be estmated because of matrix conformabiity error.
*Total may sum to greater than 100% because respondents could select more than one answer.
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69-3

Table E1 0. Weighted Responses for

Section 10: Your Plant (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl 95% Cl 95% ClI
n % Low  High n % Low High n % Low High| n % Low High
10.5 [if 104 is NoJ
Is the water supply at this plant
potable?
1. Yes 9 73.05 19.08 9689 | 4 100.00 100.00 100.0p 15 72.15 49.37 87.31 1 60.36 7.82 96.47
2. No 0 0.00 0.00 0.00f 0 0.00 0.00 0.00f 3 1393 4.17 375§ 1 39.64 3.53 92.18
Don’t know 0 0.00 '0.00 0.000 0 0.00 0.00 0.00[ 1 5.09 0.63 3123 0 0.00 0.00 0.00
No answer 22695311 8092 0 0.00 0.00 000 2 884 194 3217 O 0.00 0.00 0.00
10.6 Does your company own plants
at other locations?
1. Yes 38 30.70 21.32 42000 5 30.16 1283 5588 14 1386 7.70 23.68 1 17.58 2.37 65.22
2. No 74 63.31 51.76 7352 10 63.58 38.47 82.98 77 79.65 68.83 87.4( 82.42 34.78 97.63
No answer 6 5.99 2.15 1559 1 626 083 34720 6 6,50 2.69 14.8§ 0.00 0.00 0.00
10.7 How many employees are
currently employed at this
plant?
1. Fulime (mean response) 1 12 136.94 68.21 205|67 14 65.14 26.67 103.6Dp 88 32.87 13.00 52.73 4 10.44 0.009 27.47
2. Parttime (mean response) 53 24.46 0009 49.64| 3 16.26 0.00° 41.97| 49 433 247 6.19 4 193014 371
10.8 How many employees
employed at this plant are
working in qualify control?
1. Fultime (mean response) 101 13.28 6.48 : 20.04 14 5.82 2.84 8.80 72 264 198 331 3 1.75 0,009 4.18
2. Parttime (mean response) 43 31 1 093 529 6 194 0.73 3.15 38 153 1.09 197 4 0.70 0.00¢ 1.46

(continued)
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Table E-10. Weighted Responses for

Section 10: Your Plant (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) h=7)
95% Cl 95% Cl 95% Cl 95% ClI

n % Low High

n % Low High |

n % Low High

% Low High

10.9 For the most recent fiscal year,
provide the number of batches
of dietary supplement product
by product form.

Mean response in batches
a. Powder
b.. liquid

Paste

o

Capsule

e. Tablet orcaplet
f. Gelcap

g. Other

h. Other

Total

86  95.00 62.44 127.56
86 4898 12.86 85.1 |
86 127 0009 321
86 126.77 78.88 174.67
86  166.60 101.32 231.87
86 1292 254 23.30
86 736 029 1444
86 0.00 0.00 0.00
86  458.92 33411 583.72

10 10181 Q0Q9 22487
10 1801 0009 3723
10 0.09 0.009 0.26
10 3.82 0.009 1046
10 0.89 0.009 2.60
10 0.00 0.00 0.00
10 341 0009 8.46
10 0.00 0.00 00' 0
10 12804 1119 24488

74 6400 2221  105.8C
74 9064 5272 12857
74 1996 0000 57.59
74 2529 412 46.46
74 1856 318  33.94
74 0.83 0.00" 187
74 2942  9.55  49.29
74 613 0009 1527
74 25483 16854 34 1.12

1.19. 0.01 2.36
5.67 0.00” 12.71
0.00 0.00 0.00
245 0.13 477
0.00 0.00 0.00
0.00 0.00 0.00
0.98 0.00" 2.78
0.00 0.00 0.00
10.29 0.87 19.70

(continued)
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Table E 0. Weighted Responses for Section 10: Your Plant (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n= 118) Extracts (n = 18) (n = 97) (n=7
95% Ci 95% Cl 95% Cl 95% Cl
n % Low High| n % Low  Higl n % Low High % Low High
10.10 What were the gross sales
revenue for the dietary
supplement operations only at
this plant for the most recent
fiscal year?
1. Less than $500,000 22 16.19 941 2645 5 30.45 12.83 56.56| 38 34.10 24.25 4553 4 58.76 23.03 87.15
2. $500,000 to just under $1 8 473 169 1259 3 18.21 5.95 43.91 15 22.37 11.70 3853 O 0.00 0.00 0.00
million
3. $1 to just under $2.5 milion 13 1993 11.65 3197 1 8.66 1.25 41.58 14 1313 7.40 2224 1 12.12 1.63 53.50
4. $25 to just under $5 million 8 7.49 315 16.7§ 2 1 1.95 2.90 38.13 7 5,74 267 1191 0 0.00 0.00 0.00
5. $5 to just under $10 milion 19 1581 9.14 259% O 0.00 0.00 0.00 9 10.14 392 2374 O 0.00 0.00 0.00
6. $10 to just under $20 milion 14 779 445 1329 1 6.26 0.83 34.72 4 492 164 1384 0 0.00 0.00 0.00
7. $20 to just under $50 milion 11  11.04 552 20.84 1 6.26 0.83 34.72 4 470 157 1324 0 0.00 0.00 0.00
8. $50 to just under $100 4 216 075 6.07 O 0.00 0.00 0.00 0 0.00 0.00 0.000 O 0.00 0.00 0.00
million
9. $100 to just under $500 8 751 340 1580 O 0.00 0.00 0.00 0 0.00 0.00 0.00 O 0.00 0.00 0.00
million
10. $500 milion or more 0 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.000 O 0.00 0.00 0.00
Don’t know ! 0.87 0.12 6.02| 1 5.69 0.79 31.29 0.00 0.00 0.00 O 0.00 0.00 0.00
No answer 10 6.47 3.40 11.97 2 12.52 3.07 39.25 490 214 1080 2 29.12 6.87 69.58

OEstimated confidence interval for lower bound was

less than zero so we truncated the interval.
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Table E{ 1. Verbatims for Question 2.4. Why Does this Plant Not Follow Published GMPs? (continued)

Aminos/Proteins/Animal Extracts
Current program stronger than GMPs.

Not a manufacturer-only resell bulk ingredients.

We import products that are made overseas and depend on our suppliers to follow GMP standards.

Products produced by approved vendor.

We are not aware of published GMPs for importers who do not ever open drums. The producers follow published GMP.
We do not manufacture or bottle the product-Only private label and distribute.

Herbals and Botanicals
Not sure how GMPs apply to my company. Too busy struggling to survive to find out.

Our plant is staffed by only two people-myself and my wife. We simply warehouse and re-ship products which are packed by
private companies.

Not familiar.

We manufacture single herb tea grown on our biological reserve. As a small company with one product that we control from
seed to mature plant.

Not familiar with them.

Not required.

Too costly and unnecessary in our situation.

Not applicable-we don’t manufacture products.
Do not have enough information-will set up in 2000.
We do not manufacture.

We bre just a sales and marketing office.

| don’t think they are adequate for botanical identity.

It doesn’t seem necessary. We know the contents/purity of the goods we make, and have our own standards for purity and
sanitation.

Published procedures are generally not applicable or practical for an herbal manufacturing company of our size.

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practices from us.
| was told by an FDA staff member that GMPs did not apply to our operation.
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